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REPORTS 


TO THE READER 





About the Authors 


This January Journal 
more of the 


brings to our 
readers papers from the 


joint national conterence sponsored by 
the United States Food and Drug Ad- 
Insti- 


ministration and The Food Law 


tute, Inc., and held in the auditorium 
of the United States Department of 
Health, Education, and Welfare, in 


November 16 
The conference discussed 


Washington, D. C., on 
and 17, 1959. 
food additives and other major food- 
problem areas arising under the Fed- 
eral Food, Drug, and Cosmetic Act 


in the or- 
eanization of the four-session conference 
were the Food Protection Committee 
of the National Research Council; the 
Food Additives Committee of the Manu- 
facturing Chemists’ Association, Inc.; 
the Food Additives Committee of the 
Institute of Food Technologists; The 
Nutrition Foundation, Inc.; and The 
Packaging Institute, Inc. Attendance 
at each conference session exceeded 700 


Organizations cooperating 


In the December, 1959 -JoURNAL, pro- 
¢eedings of the morning session of 
November 16 were That 
session consisted of addresses by of- 
ticials of the Food and Drug Admin- 
istration. The afternoon session on 
November 17 consisted of a panel dis- 
cussion of questions submitted to the 


presented. 


conference or presented to it by panel 
Five members represented 
and an number rep- 


members. 
the FDA 


resented 


equal 
industry and science. This 
month’s papers are from the industry 
consumer took 
on the afternocn of November 16 


November 17, 


and sessions, which 
place 
and the morning of 


respectiy ely . 


Moderator of the industry session 
was Bernard L. OQOser, president of 
Food and Drug Research Laboratories, 
of New York City, and scientific editor 
of our JourNA! 
introductory statement on food additives 


Dr. Oser presented an 


Discussion papers:on additives were 
delivered by Kenneth E. Mulford, as- 
sistant to the executive vice president 
of Atlas Powder Company, and chair 


man of the Food Additives Committee 
of MCA; Imri J. Hutchings, man 
ager of food research of H. J. Heinz 


Company, and president-elect of IFT; 
Richard L. Hall, director of the Re 
search and Development Division of 
McCormick & “Company, Inc.;> atid 
Charles W. Kaufinan, director -of. the 
Research and Deveiopment Division of 
National Dairy Products Corporation, 
and president of the Packaging Insti 


tute, Inc. The session concluded .with 
further remarks by Dr. Oser 
The consumer session had as- its 


moderator Conrad A. Elvehjem, presi- 
dent pf the University of Wisconsin 
Dr. Bivehjém opened the session with 
an intreductory statement on nutrition 
quackery. Discussion papers were by 
Elizabeth Neige Todhunter, 
the school of home cconomics at the 
University of Alabama (“A Home 
Economist Looks at Our Food’’); Faith 
Fenton, professor emeritus of food and 
nutrition at New York State College of 
Home Economics at Cornell University, 
representing the American Home Eco- 
Problems 


dean of 


nomics Association (“Some 
of the Consumer: Information, 
ing”); Sally Butler, legislative research 


Federation of 


Label- 


director of the General 
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Women’s Clubs (“What the Consumer 
Expects of the Food and Drug Admin- 
istration”); E, K. Thode, vice president 
and secretary and general counsel of 
General Mills, Inc. (“How the Food 
Industry Sees the FDA”); and Horace 
L. Sipple, executive secretary of The 
Nutrition Foundation, Inc. (“Nutrition 
Education As an Aid in Counteracting 
Food Misinformation” ). 


Also in this issue of the JOURNAL is a 
contribution by Edward J. Matson, 
director of scientific administration for 
Abbott Laboratories, of North Chicago, 
Illinois. Dr. Matson presented his 
paper—‘“Scientific Judgment in Law 
and Regulation”’—before the American 
Association for the Advancement of 
Science (Section on Pharmacy) on De- 
cember 30, 1959. 





Among the distinguished speakers and guests participating in the 1959 Joint 
National Conference of the Food and Drug Administration and The Food Law 
Institute, Inc., held in the auditorium of the United States Department of Health, 
Education, and Welfare, in Washington, D. C., November 16-17, 1959, were, 
from left to right, front row—E. K. Thode, Dr. Faith Fenton, Dr. Howard 
Spencer, Mrs. Harvey W. Wiley and Dr. Bernard L. Oser; back row—Dr. 
William J. Darby, Mr. Winton B. Rankin, Miss Sally Butler, Dr. Elizabeth 
Neige Todhunter, Dr. John F. Mahoney and Frank T. Dierson. 
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WASHINGTON- 


ACTION 


AND NEWS 





In the Food and Drug Administration 


HEW Report on Actions Taken with 
Respect to Aminotriazole.—On January 
26, Secretary of Health, Education, and 
Welfare Arthur S. Flemming presented 
to the House of Representatives Com- 
mittee on Interstate and Foreign Com- 
report on actions taken with 
aminotriazole. Part of his 
1959 developments in 


merce a 
respect to 
report—on early 
the cranberry controversy—follows 

“In January 1959 the National Cran- 
berry Association inquired about the 
status of aminotriazole for use on cran- 
berries, with reference to: 

“(a) $350,000 worth (about 3 million 
pounds) of 1957 cranberries with ami- 
notriazole residues, and 

“(b) possible use of aminotriazole on 
the 1959 crop. 

“The association was advised of the 
suspended status of the request for a 
tolerance for aminotriazole and the fact 
that no tolerance could be established 
without additional toxicity data. 


“In February 
ucts, Inc. _. and 
mid Company jointly petitioned for a 
part million of 
apples and 


1959 Amchem Prod- 


American Cyana- 
tolerance of one 
aminotriazole 
cranberries. 


per 
on pears, 


“For cranberries, the petition stated 
the recommendation of ‘8 to 16 Ibs. per 
acre from time cranberry vines begin 
their new season growth until just be- 
fore the flower buds begin to show pink’. 

“Notice of the filing of this petition 
was published in the Federal Register 
of March 21, 1959. 


Agriculture ad- 
would be use- 


“The Department of 
vised that aminotriazole 
ful in agriculture and that the proposed 
uses would reasonably result in residues 
within the tolerance requested 


“In April the National Cran- 
berry Association inquired, with refer- 
ence to the tolerance for 
aminotriazole: 


1959 
requested 


“(a) Whether the 3 million pounds of 
1957 cranberries bearing aminotriazole 
residues could now be marketed, and 

“(b) 
used on cranberry bogs in 1959 up until 


whether aminotriazole could be 


the flowers set. 


“The Food and Drug Administration 
‘no’ to both questions, ex- 
no tolerdnce for amino- 
been established and 
data had not been 


answered 
plaining that 
triazole had 
that the toxicity 
fully evaluated. 


In May 
Administration's 


vet 


“ 1959 and Drug 


Pharma- 


the Food 
Division of 
cology concluded as follows: 

“*The requested tolerance of 1 part 
per million of aminotriazole on apples, 
pears, and should not be 
established, as the pathological study 
shows undoubtedly that this compound 
is a Carcinogen’. 

“The Food and Drug Administration 
has prepared for me a summary of the 
evidence on which this conclusion was 
based, which reads as follows: 


cranberries 


“*The Food and Drug Administra- 
tion found in its own laboratories on 
feeding high dosages of the weed killer 
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to rats for 19 weeks that there was 
stimulation of abnormal growth of the 
thyroid gland. It was, therefore, sug- 
gested to research workers of the 
American Cyanamid Company that par- 
ticular attention be given to the effect 
of the chemical on the thyroid. Food 
and Drug Administration scientists con- 
sulted with the American Cyanamid 
researchers as the studies progressed. 
When the studies were completed, re- 
sults were submitted to the Food and 
Drug Administration along with the 
petition for a tolerance. Food and Drug 
Administration scientists reviewed all of 
the data carefully and examined some 
of the tissue slides made from the thy- 
roid of the treated rats and of the 
untreated control rats in order to con- 
firm the type of injury reported. 

“*The research done by the American 
Cyanamid Company included: 

“*(1) Acute toxicity studies in rats 
and cats. The lethal dose by mouth 
for half of the experimental animals 
(rats) was found to be 25 grams per 
kilo of body weight. 

“*(2) Subacute toxicity studies on 
rats. These showed an increase in size 
of the thyroid after feeding at 50, 250, 
and 1,250 parts per million in the drink- 
ing water for 106 days. 

“*(3) Chronic feeding studies on rats 
and dogs. Tests were terminated on 
dogs at the end of one year. No effects 
on the thyroid in dogs were reported. 
Rats were fed for 2 years at 100, 50, 
and 10 parts per million. Thyroid tu- 
mors began appearing at the 68th week 
of feeding at 100 parts per million. At 
2 years, according to the summary and 
conclusions in the company’s petition 
for tolerance, thyroid tumors were pres- 
ent in more than half of the rats 
examined which had been fed 100 parts 
per million of aminotriazole in the diet. 
These tumors were diagnosed as vari- 
ous types of adenoma and carcinoma. 
At lower levels of feeding, 50 and 10 
parts per million, thyroid tumors also 
appeared in decreasing number. A “no 
effect” level was not established. 


‘In the light of these findings, re- 
ported by the petitioner, aminotriazole 
is a carcinogen. In addition, it is a 
highly potent antithyroid drug’. 

“The Food and Drug Administration 
advised the petitioners of its conclusior: 
that aminotriazole is a carcinogen and 
that a zero tolerance would be estab- 
lished unless, as provided by regulation, 
the petition was withdrawn by June 15. 
Petitioners were further advised that 
if they disagreed with this decision, 
they could ask that the matter be re- 
ferred to an advisory committee, to 
be selected by the National Research 
Council as provided by the Pesticide 
Amendment. 

“On June 8, Amchem Products, Inc., 
and the American Cyanamid Company 
withdrew their petition. Notice of with- 
drawal was published in the Federal 
Register ot July 1, 1959. 


“At this time the Food and Drug 
Administration began work to perfect 
the analytical method for detecting ami- 
notriazole to a point where it would be 
satisfactory for law-enforcement purposes 

“Representatives of the National Cran 
berry Association visited the Food and 
Drug Administration in June and were 
advised orally (later confirmed in writ- 
ing) of the conclusion of the Food and 
Drug Administration that aminotriazol« 
is a carcinogen and of the fact that a 
tolerance had, therefore, been denied 

“Later on, they discussed with the 
Food and Drug Administration various 
problems relating to the disposition of 
the 3 million pounds of the 1957 crop 
which were still being held. Proposals 
for sampling and analysis to determine 
whether any portion of the segregated 
berries was free of aminotriazole were 
discussed. 

“In July, 1959, the Food and Drug 
Administration began an investigatio:. 
to determine whether aminotriazole had 
been used on 1958 or 1959 crops in 
such a way as to contaminate cran- 


berries.” 
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1959 Joint National Conference—FDA-FLI— 


Introductory Remarks 


(Industry Afternoon Session, November 16) 
By BERNARD L. OSER 


Dr. Oser, President, Food and Drug Research Laboratories, 
New York City, Was Moderator of the Second Session of the 
Conference Held in Washington, D. C., November 16-17, 1959 


ROM THE PAPERS presented here this morning one might 

gather the impression that all is sweetness and light in the food 
industry as regards the understanding of, and compliance with, the 
food-additives amendment of 1958. Nothing could be farther from the 
truth. There is still a great deal of misunderstanding and confusion 
within the ranks of the industry. Many of the more perplexing prob- 
lems that beset the industry will be discussed by the speakers on this 
afternoon's program. 

[I should like to make a few general remarks which may not 
otherwise be covered. I should like also to reserve the privilege of 
concluding the afternoon’s program with a few comments that may 
need additional emphasis. 

There are, in my opinion, certain needs of the public, the Food 
and Drug Administration and the regulated industries that should re- 
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ceive more attention than they have been getting. There is, first of all, 
the need for better consumer education on the nature and purpose of 
food additives and why they are needed in our present industrial and 
social scheme. Among the media for public education of which | 
think sufficient use is not made is the label on the food package. The 
requirement for declaring of ingredients on the label applies only to a 
portion of our food items—namely, those not standardized. Listing 
of chemical ingredients by their complex chemical names or even by 
contrived common names has little educational value except, probably, 
to a small minority of informed consumers. On the contrary, when 
additives are not recognized by their chemical names or their purpose 
is not understood, such declarations serve only to confuse and mis- 
educate consumers. Labeling should actually describe the functions 
which additives serve so that the consumers may ultimately realize 
that there are benefits to be gained from intelligent and legal use of 
the additives. 


Next in importance is the need to maintain a sense of equilibrium 
regarding the degree of hazard involved in the use of food additives. 
Adding fuel to the fire by untimely or ill-considered regulatory action 
can be a disservice to the public. In this connection it should be noted 
that when a tolerance is established for a food additive, provision ts 
invariably made for a large margin of safety. The tolerance level is 
not a sharp limit between hazardous and nonhazardous concentrations 
in food. Exceeding a tolerance unquestionably constitutes a legal 
violation, but it does not follow that every such offense constitutes im- 
minent or even potential danger to health. Regulatory action should 
take into account the possible effect of needlessly alarming the public 
where there is no clear or present danger. 


Reference was made in the morning session to the intention of the 
FDA to require that chemical substances used in food processing, in- 
cluding those to be “white-listed,” should be of “food grade.” This 
brings to mind the fact that there is no existing compendium or official 
standard for specifications governing the identity and purity of food- 
grade chemicals comparable to those which apply to pharmaceutical 
chemicals, namely the United States Pharmacopoeia, National Formulary, 
and similar compendia. The need for a food-additives codex or 
bromatopocia has been recognized by the Food Protection Committee 
of the National Research Council, which now has under consideration 
a proposal for the development of such a compendium. Action in this 
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direction has already been taken by the Food and Agricultural Organi 
zation of the United Nations and the World Health Organization. A 
statement of “specifications for identity and purity of food additives” 
has been approved and is soon to be published. It would seem to be 
desirable for the food and chemical industries to take the initiative in 
establishing such a compendium and to adopt a program similar to 
that of the United States Pharmacopoeia organization. Such a procedure 
would be more acceptable to industry than would having food-grade 
chemicals defined by definitions and standards of identity of foods 


under the Federal Food, Drug, and Cosmetic Act. 


It is becoming more apparent as time goes on that there is a great 
need within the food industries for a source of information whereby 
the views of qualified experts in the safety evaluation of foods may be 
authoritatively ascertained. The FDA has adopted its own approach 
to this problem; its effectiveness will doubtless be the subject of dis- 
cussion both at this and future conferences. However, industry 
should consider the establishment of an equivalent or, perhaps, 
superior method for establishing “general recognition” among com- 
petent scientists. Regardless of how valid the views of individual 
experts may be, greater weight will be attached to the consensus or 
collective opinion! The exchange of information and ideas among 
experts knowledgeable in the various disciplines involved in such 
determinations will immeasurably strengthen their conclusions and 
recommendations. Panels of experts should be composed of individ- 
uals who have the confidence and respect of the FDA and of the public 
generally. Association or affiliation with a truly representative na- 
tional organization should in no wise impair their independence or 
effectiveness. 

Finally, I believe that there is an urgent need for an over-all food- 
industry organization dedicated to the protection and safety of our 
food supply. It should include representatives not only of the food, 
chemical and packaging industries, but also of educational, govern- 
mental, and other public agencies. It should be comparable in com- 
position with, but broader in scope than, the Industry Liaison Panel 
of the Food Protection Committee, National Research Council. It 
should serve as a medium for sponsoring joint interindustry and intra- 
industry effort and collaboration with the FDA at the scientific level 
and should aid in the broad educational aspects of food technology 


[The End] 


and food safety. 
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SOME VEXING PROBLEMS | of 








E MEET HERE TODAY under the deepening shadow of the 
deadline for filing petitions on additives in use before January 1, | 
1958. A number of serious problems, both for industry and the Food 
and Drug Administration, have arisen under the food-additives amend 
ment. But from industry’s standpoint the most pressing matter is this 
rapidly approaching deadline. p 
Secretary of Health, Education, and Welfare Arthur 5. Flemming g 
has intimated that he believes that the limited number of filings thus se 
far is due to an unwarranted expectation that he will extend the dead- ta 
line, as he is permitted to do under certain conditions. It has been pt 
my observation, however, that in general the food industry and its he 
suppliers have been diligent in attempting to compile the necessary mm 
data so that, if possible, they can meet the March 5 deadline. - 
In fairness, it should be pointed out that many companies are by 
no means solely responsible for the difficult position in which they find 
themselves. A number of administrative and rule-making problems ler 
have arisen. The adequacy of previously acceptable toxicological the 
studies has been questioned—-giving rise to confusion, potentially 
sizable expenditures and, perhaps most important where viewed in an 
context of the March 5 deadline. inherent time delays. The undeter- int 
mined status of a long list of additives has complicated the problems aff. 
faced by other manufacturers. The 18 months between enactment of “fo 
the law and next March 5 may seem long to the average layman and rec 
to most members of Congress—it is almost a full House term—but it enc 
is a relatively short period for those who must undertake complex tests scie 
to provide data acceptable to FDA. to | 
Under the law, the Secretary has the authority to grant an ex- lim: 
tension up to 12 months if it does not involve “undue risk to the public eve: 
health” and if conditions exist “which necessitate the prescribing of siza 
such an additional period.” If there is no real question regarding “ore 
safety, it is hoped that the Secretary will take full account of the com- ine 
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of Additives Under the New Law 


By KENNETH E. MULFORD 











At the Industry Session, Mr. Mulford—Assistant to the Executive Vice 
President, Atlas Powder Company, and Chairman, Food Additives 
Committee, Manufacturing Chemists’ Association, Inc.—Reminded That 
As Many of These Problems as Possible Must Be Speedily Resolved 


plex, time-consuming problems faced by industry in fulfilling its obli 
gations under the law and FDA procedures. If companies were forced 
to remove products from the market pending further tests, they would 
face, at best, an uphill struggle to re-enter the market later, after their 
petitions had been approved. It would be most unfortunate if such 
hardships were imposed unless a real question of public safety were 
involved. Speaking realistically, I personally fear that some producers 
may find themselves in quite a hopeless position unless Congress 
recognizes the situation and extends the ultimate deadline of March, 1961. 


During the first vear of the new law, a great many vexing prob 
lems have arisen. I am going to discuss a few of them, as seen by 
those in the chemical industry. 


One of the most basic problems is that of establishing whether 
an additive is generally recognized by qualified experts as safe for its 
intended use. This has given a good deal of concern to all of us 
affected by the food-additives amendment. As you know, the term 
“food additive” under the law applies if a substance “is not generally 
recognized, among experts qualified by scientific training and experi- 
ence to evaluate its safety, as having been adequately shown through 
scientific procedures (or .. . experience based on common use in food) 
to be safe under the conditions of its intended use.” This is a sort of 
limited grandfather clause. Unlike most grandfather clauses, how- 
ever, your problems just start when you establish proper ancestry—a 
sizable array of qualified experts also must generally approve your 
“grandfather.” The difficulties which FDA already has experienced 
in evaluating the opinion of some 800 experts, whose views have been 
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solicited on two suggested lists of additives that might be considered 
to be “generally recognized as safe,” underscore the pitfalls involved 
in referring a specific ingredient to a large, heterogeneous group. (1 
am glad to hear the announcement by FDA that the first list is about 
to be published. ) 


It seems to many of us in the chemical industry that from both 
a legal and a practical administrative standpoint, the language of the 
law should be interpreted to mean a group of experts who are familiar 
with a particular substance and also the safety tests on that substance 
—not a broad group, however well qualified, which includes many 
who are unfamiliar with the additive and, therefore, in my opinion, are 


not qualified to evaluate “its safety.” 


Delaney Amendment—\mportance 


In the months ahead, it is of great importance for all of us to give 
serious consideration to the Delaney Amendment. As you know, this 
amendment was added to the bill just before passage and, therefore, 
was not subjected to specific discussion at the public hearings. At the 
time of its enactment, many of us were frankly disturbed at the inflexi- 
ble, per-se doctrine implicit in its wording. Questions already have 
been raised about the application of the amendment to noncarcinogens, 
the feeding of which under extreme circumstances never encountered 
in actual use may result in cancer as a secondary effect or irritation, or 
the like, which never occurs at the intended level of use. 

The primary objective of all of us is to assure the public every 
reasonable protection possible against cancer and other diseases. Any 
evaluation of this amendment and its implications must be undertaken 
within this frame of reference. The Delaney Amendment iivolves 
deeply emotional issues as well as ticklish political ones. However, 
this should not deter us from undertaking a thorough analysis of the 
amendment and its implications and from reaching conclusions based 
upon sound scientific judgment. 

Another problem of concern to the chemical and food industries, 
as well as to FDA, is the development of common names for complex 
chemical compounds. I should like to review for this audience my re- 
marks on the labeling problem at the recent American Bar Association 


meeting in Miami.’ 





1 See Mulford. ‘‘The Food Additives Com-_ sociation,.’’ 14 Food Drug Cosmetic Law 
mittee of the Manufacturing Chemists’ As- Journal 563, 571-572 (September, 1959). 
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Recommendations of Ad Hoc Committee 


In response to Commissioner George Larrick’s call for action, the 
late Charles Wesley Dunn asked Bernard L. Oser to form an ad hoc 
committee to study ways in which simplified, common or usual names 
could be developed. The ad hoc committee included, among others, 
representatives of the government, food and chemical industries. It 
recommended adoption of methods and procedures similar to those 
used by the American Standards Association for the development of 
common names for pesticides. Such a project, however, must have a 
sponsor. The Administration does not feel, for understandable rea- 
sons, that it should undertake this role. An effort to interest the Food 
Protection Committee of the National Research Council in acting as 
sponsor was unsuccessful. Consequently, members of the ad hoc com 
mittee are continuing their efforts to obtain a group to undertake the 
sponsorship of this project. 


As you may recall, in a parallel action, the Section on Food, Drug 
and Cosmetic Law of the New York State Bar Association proposed 
that FDA authorize use on labels of functional names which are under- 
standable to consumers, provided they are followed by a number filed 
with FDA identifying the additive’s scientific name so that all persons 
who are interested may determine it. The New York bar group recom- 
mended that FDA authorize such labeling under Section 403(i), 
Clause 2, which expressly provides for exemption by regulation where 
the only name available would be impractical or deceptive for labeling 
purposes. 


Food and Drug Commissioner's Suggestion 


In reply to this proposal, Commissioner Larrick suggested that 
the standards-of-identity procedures be used to establish various 
classes of additives under an acceptable functional name with identifi- 
cation numbers for specific members of the class, which could then 
be used for labeling purposes. This possibility was discussed further in 
Deputy Commissioner John Harvey’s paper at the American Bar 
Association meeting. 

However, food and chemical manufacturers generally oppose the 
use of complicated standards-of-identity procedures for this purpose. 
It is feared that standards of identity would inherently involve gov- 





2 See Harvey, ‘“‘Common or Usual Name.” 
14 Food Drug Cosmetic Law Journal 555, 
559 (September, 1959). 
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ernmental standardization of specifications for products—a scientific 
matter entirely separate from the need for understandable label names 
for legal additives. The position of the Manufacturing Chemists’ 
Association Food Additives Committee on this labeling problem is 
this: It endorses the principle of using simplified names for labeling, 
but it does not favor the standards-of-identity approach. Rather, it 
approves, in principle, the New York State Bar Association proposal, 
although without prejudice to the proposed American Standards As- 
sociation project as a parallel method. 

Many other problems have been brought to the attention of the 
MCA committee during the past year. For example, the data required 
by FDA for petitions, other than safety tests, often involve material 
that would be difficult to provide even with additives generally recog- 


nized as safe. 
Migration of Additives from Wrappers 

Take also the question of incidental additives from food wrappers 

much has been said about methods of determining migration from 
such wrappers. However, let us assume that all the facts about migra- 
tion are known (which is quite an assumption) and that the material 
or materials are safe in the migrating amounts, but that a petition is 
required under the law. The difficulty here, as noted in the excellent 
bulletin issued by the Society of the Plastics Industry entitled “Food 
Additives Amendment: Migration from Plastics Packaging,” is that 
the language of Section 409(b) is not written in appropriate terms for 
food wrappers. 

For example, does the relevant data—bearing on the physical or 
technical effect such an additive is intended to produce—apply to the 
food? If so, the answer is “none.” If the data to be supplied refer 
to the effect in the wrapper, the answer is quite different. Further- 
more, it will be impossible in most cases to provide methods for deter- 
mining the quantity of the incidental additive in all of the myriads 
of foods that might be protected by this wrapper. 


Analytical Methods Problems—Suggested Solution 


Perhaps a solution to the problems of analytical methods on 
wrapper ingredients would be this: If migration studies show that the 


maximum amount of an additive extracted is safe, then the law would 
be satisfied by a method that could determine whether or not the ad- 
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ditive in the wrapping material prior to use is present to a greater 
degree than the level proposed. This would automatically measure 
the maximum amount that could get into any food as determined by 
the migration studies. 


Another problem is how to determine the probable consumption 
of a flavor ingredient used in many different foods. A similar issue 
would arise under any food-color amendment. Let me also point out 
that informal changes in agency policy on these and other problems 
such as the number of vears or animals required for proper toxicologi 
cal feeding studies—may have just as serious consequences for in- 
dustry as formal regulations. On the horizon, we on the MCA com 
mittee can see another problem looming: The federal law may trigger 
a rash of state and local legislation. This could cause a lot of head 
aches for all of us. The position of the MCA committee is that state 
and local additive legislation should conform to federal standards and 
practices without requiring additional, even though parallel, action to 


meet its requirements. 


Color-Additive Bill 


Before I conclude, let me add a comment about the color bill 
This morning Mr. Harvey mentioned the proposed color-additive bill, 
S. 2197, which passed the Senate during the last session. Strangely 
enough, I happen to have a copy of this bill in my pocket, and I should 
like to direct a few remarks concerning it to those of you who have an 
interest in intentional food additives but no particular interest in food 
colors. I suggest that vou take a long, hard look at the definition of a 
“color additive” in Section 101(c). This definition is set up in two 
subparagraphs, the first of which, designated (A), is some five lines 
long but in effect means any substance. The second subparagraph, 
(B), goes on to state: 

which when added or applied to a food, drug, or cosmetic, or to the human 
body or any part thereof, is capable (alone or through reaction with other sub 
stance) of imparting color thereto; except that such term does not include any 


material which the Secretary, by regulation, determines is used (or intended to be 
used) solely for a purpose or purposes other than coloring. [Italics supplied.] 


The definition also makes it clear that the term “color” includes 
black, white and intermediate grays. I doubt that there are many food 
ingredients or, for that matter, food, drug or cosmetic ingredients that 
are not “capable” of imparting color. In that event, it would appear 
that food additives subject to the petition procedure would also have 
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to be submitted to the Secretary with a request that a formal regulation 
be issued to exempt them from the color bill even though these addi- 
tives are not intended for coloring purposes. 


No discussion of this length could hope to touch on more than a 
few of the many problems we have already experienced or can see 
ahead. Whether they all can be successfully met within the language 
of the present law is a matter on which we of the MCA committee 


cannot express any final judgment at this time. 


On Finding Speedy Solutions 


There is no doubt that both industry and FDA must work long 
and hard to resolve as many of them as possible—and as soon as 
possible. We must each shoulder our full share of responsibility for 
seeking workable solutions. Above all, we must work very closely 


together. [The End] 


VOLUNTARY CORRECTIVE ACTIONS BY 
FOOD AND DRUG FIRMS 


The Food and Drug Administration’s January report notes that 
voluntary plant-improvement programs costing $99,000 have been under- 
taken by two Kentucky firms—a warehouseman and a cornmeal miller 
This accounts for a considerable part of the total of $147,394 that— 
according to reports by food manufacturers and warehousemen—was 
voluntarily spent for plant improvements during December, 1959, to 
assure clean, wholesome products. In 111 additional voluntary actions 
to protect the public, food firms destroyed or converted to nonfood use 
more than 1,453 tons of unfit foods. 

The Kentucky. warehouseman is spending $50,000 for a new build- 
ing; fork lifts and pallets for improved handling and sanitary storage; 
and a concrete floor to replace the wooden one in his old building. 
These measures are being taken to prevent possible rodent contamina- 
tion of stored foods, To prevent possible insect contamination, the 
cornmeal miller has invested $49,000 in a central vacuum-cleaning sys- 
tem for use on the milling equipment; new steel boots for the elevators, 
to permit easier cleaning; and new automatic packaging equipment. 

A Massachusetts candy maker has constructed a new $25,000 manu- 
facturing annex to make sure that his product will be free from possible 
rodent contamination. 

Two Louisiana millers of rice and cottonseed spent a total of $8,641 
in structural repairs and replacement of equipment to prevent possible 
contamination of their products by rodents, insects and birds. Wire- 
mesh screening against rodents and replacement of a wooden screw 
conveyor housing with a metal self-cleaning unit are examples of their 
improvements. 
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The Food-Additives Amendment 
as Seen by the Technologist 


By IMRI J. HUTCHINGS 


Dr. Hutchings, Manager of Food Research, H. J. Heinz Company, and Presi- 
dent-Elect, Institute of Food Technologists, Spoke at the Industry Session of 
the Conference, Which Discussed Additives and Other Major Food Problems 


l AM HERE WITH YOU TODAY to continue the discussion or 
the “airing” of views, started by a similar joint meeting one year 
ago, on the food-additives law. I must also be explicit in stating that 
the things I say are my opinions and do not represent the opinions 
or expressions of the company with which I am associated or the 
Institute of Food Technologists, which I represent. Many of the 
words expressed here today are repetitious of things that have been 
said in previous sessions and might even have appeared in print, but 
repetition is one of the most effective means of establishing facts. 

Public Law 85-929 sets forth very clearly the definition of the 
term “food additive” 

. “food additive” means any substance the intended use of which results or 
may reasonably be expected to result, directly or indirectly, in its becoming a 
component or otherwise affecting the characteristics of any food (including any 
substance intended for use in producing, manufacturing, packing, processing, 
preparing, treating, packaging, transporting, or holding food; and including any 
source of radiation intended for any such use), if such substance is not generally 
recognized, among experts qualified by scientific training and experience to evalu- 
ate its safety, as having been adequately shown through scientific procedures (or, 
in the case of a substance used in food prior to January 1, 1958, through either 
scientific procedures or experience based on common use in food) to be safe 
under the conditions of its intended use. 

I am sure you agree that this definition leaves no room for doubt 
as to those materials which are classed as food additives; in fact, it 
may well be too inclusive. We are not here to determine whether or 
not such a law was necessary, but I am sure that if we look at the 
record of the status of health of the American public we cannot help 
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but recognize that not only over the years has there been a steady 
improvement in health as defined as “freedom from disease,” but also 
that we, as a nation, have—through better nutrition. practice—increased 
in stature and over-all average weight. This has resulted not only 
from a better understanding and control of disease, but also from a 
better and more nutritious food supply. I am certain that we agree 
that our food supply has been a safe and healthful one; that there 
have been instances of unsafe and unhealthful food is also granted. 
Therefore, restrictions of some type were needed or some form of 
protection was felt necessary not, in any way, to condemn our over-all 
food supply, but only to make certain that in instances such as those 
where doubt has arisen a means would be provided to meet the 
situation. 

Since the enactment of this law, there have appeared two specific 
lists—the first in the Federal Register under date of December 9, 1958, 
exempting certain food additives from the requirements of tolerances. 
In this list were 152 items for which no tolerances were specified and 
28 for which tolerances and specific uses were given. Under date of 
April 21, 1959, there appeared in the Federal Register a list of spices, 
seasonings, essentials oils, oleoresins and natural extractives totaling 
177 items recognized as being safe. This determination of safety for 
these items came about through their being recognized as safe by 
“qualified experts.” 

“Expert” Defined 

What is an “expert”? I take recourse to Webster’s Dictionary 
and learn that an expert is one who is: 

(1) Taught by use, practice, or experience; having facility of operation or 
performance from practice; knowing and ready from much practice; clever; skill- 
ful; as, an expert surgeon, expert in chess or archery. 

(2) Involving or displaying special skill or knowledge; also, of or pert. 
to an expert; as, expert advice; an expert solution. 

(3) Proved or approved by test; having experience. 

We are told that there are 800 of these “experts” who have been 
drafted or who have volunteered to judge the safety of food additives. 
This roster of experts is a questionable means for gathering bonafide 
opinions regarding safety because of two factors: First, the hetero- 
genous nature of this group makes it impossible for them to pass 
judgment as qualified individuals. The majority of this number have 
no special skill or knowledge regarding the safety of an additive. They 
may be expert chemists, expert bacteriologists, expert food technolo- 
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gists, etc., who are certainly qualified to pass judgment on the function 
of an additive in their particular area of special knowledge, but not 
upon its safety as far as freedom from toxicity is concerned. This 
requires “special” skill and “special” knowledge, and there are not 800 
individuals in the country qualified by experience or proven by test to 
be capable of carrying this responsibility. Second, such a large group 
makes it impossible, or practically so, to obtain an opinion in a re- 


spectable peri od of time. 


Need for Workable Group of Qualified Individuals 

What we need is not a heterogenous group of 800 experts, but a 
small, workable, compact group of qualified, experienced individuals 
with special skill and special knowledge to pass judgment on the 
safety of a food additive. I am certain that we have within the body 
of industry, government and the academic field a sufficient number of 
people to guarantee that if an additive is approved by such a group 
of qualified experts it is safe for use. 

The following is quoted from Appraisal of the Safety of Chemicals 
in Foods, Drugs and Cosmetics, page 106: 

There can be no formula, ratio or substitute for the mature and considered 
judgment of men fitted by experience and training for making the final recom 
mendation. In the last analysis, the caliber of the men conducting the experi 
ments and making the evaluations determines the usefulness of animal-toxicity 
data 

While this is in reference to animal-toxicity data, it is not con- 
fined to this area but covers all experimental work and its evaluation. 

[I am well acquainted with one of the 800 and know several who 
cannot qualify as capable of passing judgment on the safety of a food 
additive. There is plenty of work for these 800 to do. They will not 
be unemployed or disgruntled if removed from this assignment. 
Therefore, it behooves the Food and Drug Administration to consider 
the abandonment of this group and the establishment of a carefully 
selected body to perform the function needed to establish safety of 
food additives. 

I.et me touch briefly upon another area of this law that is giving 
great concern to industry. Under Section 409(b)(2)(C)-(E): 

(C) all relevant data bearing on the physical or other technical effect such 
additive is intended to produce, and the quantity of such additive required to 


produce such effect; 
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(D) a description of practicable methods for determining the quantity of such 
additive in or on food, and any substance formed in or on food, because of its 
use; and 


; 


(E) full reports of investigations made with respect to the safety for use of 
such additive, including full information as to the methods and controls used in 
conducting such investigations. 


Stringent Requirement of Section 409(b)2)(D) 

It is noteworthy that Section D says that in order to establish 
safety, the petition for this establishment must give “a description of 
practicable methods for determining the quantity of such additive in 
or on food, and any substance formed in or on food, because of its use.” 
This is an extremely stringent requirement. Particularly is this true 
when dealing with heat-labile, or otherwise unstable, materials. 

We have been preserving food by various means for hundreds of 
years and to date are unable to analyze a food product completely by 
a practicable means and to determine all of its constituents. This situa- 
tion exists not because of the use of food additives, but because of the 
combinations of natural foods, which, when subjected to the method 
used in food preservation, undergo changes which certainly do not 
render them unsatisfactory for human consumption but alter their 
composition, giving rise to products which were not present in the un- 
preserved item. This is particularly difficult when the requirements 
specify that all of the material added, either in its original form or any 
substance found in or on food because of its use, must be accounted 
for. Many materials are used at the level of “parts per million,” and 
there is no practicable method known to determine these materials 
even after they have been mixed with food—let alone after the food 


has been processed. 


Sample Problem—Sterilization of Low-Acid Foods 

Just to illustrate a point: We, as an industry, are interested in 
continual improvement of our food supply and in placing before the 
public foods which are the finest possible and rich in natural ap- 
peal—color, flavor, and nutritional value. One of the most detri- 
mental operations as far as color, flavor, and nutritional value are 
concerned is the heating necessary to render the food sterile in her- 
metically sealed packages. We sterilize not only to render the food 
safe from the standpoint of public health, but also to destroy bacteria 
that would cause economic loss. If we could control the latter by an 
additive that would measurably reduce the sterilizing time of low-acid 


foods, the quality of these foods would be greatly improved. 
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Such materials are under test, but while the evidence of their pres- 
ence is measurable in the end result of reduced sterilizing time to 
protect against spoilage we cannot, through any known analytical 
procedure, account for the material added. We know it has performed 
its function in bringing these spoilage organisms under control, but 
we cannot account for, or find the added material in, its original form 
or as other substances formed from it. Should the industry be pre- 
vented from using this tremendous advance in technology because we 
cannot, through a practicable means, analyze for this additive? This 
material is barely detectable in the quantities originally added and, 
after processing, has broken down into constituents which we cannot 
identify because they are identical with the original constituents of the 
food whose composition varies beyond the limits, under natural con- 
ditions, over and above that accountable for by the additive. It is 
questioned that any means could ever be developed that would be 
finite enough to perform the analysis required. However, we shall not 
refrain from research to prove its innocuous nature and hope that, 


through research, we shall be able to bring about its adoption. 


Procedures to Meet Requirements—Need for 
Time and Special Skills 
This does not mean that methods could not be developed to deter 
mine the low levels of the additive, but it does mean that this will require 
time and special skills to develop procedures whereby requirements of 
this law can be met. Many new techniques are available today that 
were not available to us five vears ago—or even one year ago—and 
these new techniques are telling us things about our natural foods. 
These we had considered beyond a questionable status. Are they? 


Only our ability to discover and evaluate will determine the answer. 


One of the problems confronting the food consumer is how im- 
portant are the label statements regarding the composition of a par- 
ticular item of food. How completely does the consumer read the 
label and, having read it, how well does he understand those things 
which he has read? It has been proposed, and the proposal certainly 
has merit, that a functional terminology rather than chemical names be 
developed for designating food additives that are present in minute 
quantities to perform a specific function, such as antioxidants, antimy- 
cotics and preservatives, etc. Those materials which are-not nutrient 


in character or as used are, if originally nutrient, at the level of use not 
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nutrient. It is reasoned that the use of these materials will be gov- 
erned by law and by tolerances established for their use; therefore, the 
consumer is assured that the material present meets the requirements 
of safety. He should be informed that they are present, but I doubt 
that it makes much difference to him whether an antioxidant is called 
butylated hydroxy toluene, propyl galate, or nordihydroguaiaretic acid. 
I am sure he would be just as happy to know that an antioxidant is 
present which will keep his food more palatable and be perfectly safe 


for his consumption. 


Importance of Labeling 

What these materials are labeled is important. Their function 
should be specified clearly and forthrightly. In this area of labeling, 
there has been confusion regarding function. Take vitamin C—ascorbic 
acid—which is an antioxidant under certain conditions of usage and 
can perform a very important function in fruits for color retention at a 
level that is not nutritionally important; in fact, its usage can be ad- 
justed so that no active ascorbic remains. If used in this application, 
it is an antioxidant, yet the regulatory authorities insist that the label 
state “ascorbic acid used to preserve color.” The industry shies away 
from “preservative” under certain conditions, particularly when the 
preservative action is accomplished by heat and not by chemical action 
of a material added to prevent color change and not to preserve color. 
\s a result of this “chosen” interpretation, the food processor adds 
sufficient ascorbic acid to be of nutritional value and meets the label 
requirement by stating its presence and its percentage contribution to 


the daily requirement for this vitamin. 


This makes good business for the vitamin manufacturer and re-* 


sults in an overage of vitamin C in the diet. We have no evidence of 
this being harmful, but it does illustrate an area where functional 
terminology could, if properly understood and applied, perform a 
service to both the processor and the consumer. The end result would 
be greater use of this acceptable additive for a functional purpose. 
Economics prevents its use in many areas at the nutritional level, 
which means that many foods which could be made more appealing 
through better color retention are less appealing because industry 
refuses to accept the function of the additive as one of preservation. 


I see nq pitfalls which would result from the use of a functional 


terminology, especially for certain classes of food additives. 
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Keeping Problems in Proper Perspective 

We must keep the problems with respect to this law in their 
proper perspective not only from the standpoint of the technical areas 
involved, but also from the public-relations point of view. Aren't we 
just extending the age-old conflict of man against nature? Aren't we 
here concerned with whether man can, through the use of his know] 
edge, improve upon nature? All foods are composed of chemicals 
elements which have been combined by nature to produce food, which 
food, because it has been produced by nature, has been considered 
wholesome. Now, because man in his advanced state of knowledge is 
trying to improve upon nature, his right to do so is challenged. 


The food scientists of this nation are engaged in improving our 
food supply by making it more acceptable and not less acceptable and 
by making it safer and not less safe. Millions of dollars have been 
spent in testing additives; more millions will be spent. Millions have 
been spent in improving food processes, to produce cleaner food ma 
terials and to better handle raw materials once they are harvested. 
The improvements in sanitary practices alone, costing millions of 
dollars, have raised the quality level of our food supply above that of 
any other nation. Routine sampling and analyzing of food in process 
to assure high level of quality are painstakingly done, with every tool 
at our disposal, to assure the consumer that he gets only the finest 
that can be produced. 


This program will require the complete cooperation and under- 
standing of all—industry, government and academians. We in in- 
dustry will continue to perform our functions to give to our nation a 
safer and better food supply through the application of improved 
technology in its broadest concept. [The End] 


TELEVISION DEMONSTRATIONS—NATIONALLY 
ADVERTISED PRODUCTS 


Four manufacturers are charged with using deceptive demonstra- 
tions over television and in other advertising media to promote the sale 
of toothpaste, shaving cream, oleomargarine, and aluminum foil. Formal 
complaints were made against their advertising agencies, also 

The Federal Trade Commission complaints charge that these mis 
representations tend to deceive purchasers and have diverted trade un- 
fairly from the manufacturers’ competitors in violation of the FTC Act 
It is alleged that the various demonstrations over TV or in newspapers 
or periodicals do not prove what they purport to prove. (Issued January 
7, 8, 13; released January 15, 1960.)—CCH Trape ReGuLATION REPORTS 
{ 28,491. 
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Flavor Additives and 
the Food-Additives Amendment 


By RICHARD L. HALL 


The Chairman, Food Additives Committee of 
the Flavoring Extract Manufacturers’ Associ- 
ation of the United States, Also Spoke at 
the Industry Afternoon Session November 16 





EETINGS SUCH AS THIS offer an extremely useful oppor- 

tunity to define and illuminate the major problems which pub- 
lic, government and industry have in common, This purpose cannot 
be well served, however, if we approach these topics obliquely or are 
satisfied with only a superficial penetration. I am glad that other 
speakers have been forthright in their approach, and I will attempt 
to be equally candid and direct in these remarks. 


The food-additives amendment presents, by far, the most difficult 
and absorbing current problems in food law administration, and it is 
appropriate that most of this conference should be concerned with its 
operation and its effects. We should all be appreciative of the efforts 
made to date by our Food and Drug Administration colleagues not 
only for their energy in dealing with their complex and unenviable 
responsibilities, but also for their willingness to discuss these new 
problems in an effort to reach reasonable and workable solutions, from 
naturally differing views. My remarks will deal largely with the prob- 
lems and activities of that part of the food industry concerned pri- 
marily with flavors. But the implications of flavor problems, as do 
flavors themselves, extend into every other application of food additives. 

Our first problem has been to determine what we have been 
doing. We need to determine this because : 


(1) We wish to establish in many hundreds of cases “common 


use in foods” as a basis for exemption from the requirement of tolerances. 
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(2) With still other ingredients, we will wish to employ this 
knowledge of past use as part of the basis for petitioning for the is- 
suance of regulations governing future use. 

(3) We need this general information as a means of establishing 
priorities for such further work as is needed in the area of toxicity 
studies, the development of analytical methods, and compliance with 
other provisions of the new amendment. 


Barriers to Simple Determination of Past Practices 

Determining past practices is not as simple as it sounds because 
of a number of factors. These are as follows: 

(1) The number of flavor additives involved is a complicating 
factor. There are about 1,200 flavor additives in fairly common use 
and, in all probability, at least as large a number in limited use by 
one or more firms, which regard them, in each case, as secret ingredients. 

2) The second complicating factor is the variety of substances 
in question. They come from all sources—geographica!, botanical and 
commercial. Those ingredients which are single chemical substances 
include most major categories of organic compounds. 

(3) As has been discussed elsewhere, the question of the utility 
or necessity of each ingredient is exceedingly difficult and complex. 
The answer must be sought either in terms of extensive and expensive 
panel evaluation or in the skill and knowledge of trained flavor chemists. 
In any case, we are seeking to measure and evaluate an almost com- 
pletely subjective response. 

(4) Perhaps most serious of all is the problem of secrecy. Product 
formulas, particularly flavoring formulas, have always been regarded 
as industrial secrets of great value, and firms are loath to reveal infor- 
mation that might lead to the disclosure of such secrets. Our survey, 
to be described later, contains suitable safeguards to reassure partici- 
pants on this point. 

(5) Finally, there is the complexity of the question. There is 
difficulty in gathering so much information from so many sources 
varying in their experience, volume, expertness and reliability. 

Our method of accumulating and organizing this information on 
past activities is the flavor-additives survey. Many of you are familiar 
with this bulky and tedious project, and those of you who have par- 
ticipated in it are to be complimented at this time on your self-restraint. 
The questionnaire is rather impressive—if for no other reason than for 
size and weight. We received so many comments on this point that 
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we were greatly heartened and reassured to see that a few firms re- 
quested duplicate copies because they had managed to misplace their 
first. 

Response to Flavor-Additives-Survey Questionnaire 

Its construction was time-consuming; its completion by those of 
you who have taken part has been a very tedious and demanding op- 
eration; and its tabulation and editing, which is now under way, is 
an equally difficult job. This questionnaire was sent to every major 
producer of flavoring compounds and to several trade associations 
whose members were known to be large users of these substances. In 
addition, it was sent to a cross-section of food processors throughout 
the country who might be in a position to make useful replies. The 
response we received was, on the whole, gratifying. We sent out 327 
questionnaires. Of these 327 questioned, 79 have replied indicating 
that their type of business is such that they have no information to 
contribute to the questionnaire. Most of these were brokers, machinery 
manufacurers, importers, etc. Thus, there remain 248 presumably 
eligible firms, although we know that a number of these could not 
be expected to make significant contributions. Of these, we have not 
heard from nine (4 per cent). Sixty-one (24 per cent) acknowledged 
the questionnaire but did not reply. The great majority of these were 
small companies whose replies would have been helpful, but probably 
not of great value. Completed returns on the first section, now being 
tabulated, have come in from 163 companies (66 per cent). In view 
of the demanding and unprecedented nature of the questionnaire, we 
regard this as a very gratifying response. 

There were, of course, some minor problems. We received re- 
fusals or evasions from 15 (6 per cent), including a number of firms 
which should have known better. Several obviously felt that if they 
closed their eyes long enough, the problem would simply go away. 
To some extent, they are right, as the problem will at least diminish 
through the cooperative action of other more highly motivated firms. 
The replies we have received, however, cover almost every major firm 
involved in the manufacture of flavors and the great majority of the 
largest users. The enthusiasm of the response and the care devoted 
to the replies by most of them were quite reassuring. 

Our first use of these results will be to study among ourselves, 
and in collaboration with the Food and Drug Administration, what 
basis they provide for exemption of these ingredients from the require- 


ment of tolerances—that is to say, what ingredients are not food addi- 
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tives and what must be regarded as food additives. An edited version 
will be used to contribute to a new edition of the “green book,” pub- 
lished by the Food Protection Committee of the National Academy 
of Sciences-National Research Council. There may be additional pub- 
lications, but this matter has not yet been decided and will, of course, 
be handled in such a way as not to embarrass any of the contributing 
firms. 
Probability of Industry-Wide Program to Obtain 
Appropriate Regulations 

Next steps will undoubtedly include some sort of industry-wide 
program to obtain the issuance of appropriate regulations governing 
the use of additives. In such a program, the results of our survey will 
be helpful in showing what additional information is needed and in 
establishing an order of priority among the additives involved. An- 
other objective of our committee will be to assist the food industry 
with the multitude of problems which are arising and decisions which 
will be needed in this complicated area, for, as will be brought out 
later, we feel that there is a considerable responsibility which industry 
can and must assume for making its own decisions in this important 
area. We in industry should not be mere passive donors of problems 
and information and mere accepters of solutions. This requires, how- 
ever, a willingness on the part of industry to assume these respon- 
sibilities and an understanding of the problem sufficient to permit their 
competent execution. Next, it is our intention, through forums such 
as this and through publications and individual conferences, to work 
with the Food and Drug Administration toward the objective of effec- 
tive enforcement of the food-additives amendment, which takes full 
account of the practical realities of our industrial problems. Finally, 
we should foresee that there will undoubtedly need to be changes in 
the basic legislation and that we should press for these changes as the 
need for them becomes apparent. 

The first and most basic problems involved in the application of 
the new amendment are the problems of defining the new terms that 
are used. Among these are the following: 


First, what is a “food additive’? Since it appears to be best to 
approach this obstruction from the rear, we will return to it later. 


Second, who is an “expert”? To this point, also, we shall return. 


Third, what training and experience are required to make these 
“experts” “qualified to judge’? It would appear that the answer to the 
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question of “who is an expert?” may lie in a review of the two criteria 
of safety which the wording of the act establishes. The first of these 
is “scientific procedures,” another term requiring defining. The second 
of these is “experience based on common use in food prior to January 
1, 1958.” Either criterion employed must “adequately show” that the 
substance is safe. It would seem that so far as this latter criterion 
(common use) is concerned, it would require assembly of knowledge 
involving the background of usage of the ingredient in question, Its 
purpose in use, history of use, foods in which used, and total volume 
of consumption are certainly pertinent. The nature of the substance 
in question, its chemical structure, its occurrence in natural food sources, 
its organoleptic characteristics and its self-limiting aspects, if any, 
should be considered. Unfavorable individual reactions, if any, should 
be noted. Any general knowledge of its toxicity or of the toxicity of 


similar compounds should be reviewed. 


Primary Importance of Knowledge of Toxicological Data, 
and Experience in Interpretation 

If “scientific procedures” is the criterion, then all of the foregoing 
are pertinent and useful, where available, but knowledge of the toxi- 
cological data, and experience in their interpretation, become most 
important. In either case, there must be substantial knowledge of 
both the food-additives amendment and the regulations issued under 
it. But the term “expert” implies more than a person with the basic 
skills and experience. It implies considerably detailed knowledge of 
the facts involved if he is to be able to arrive at a valid judgment. 
There are many who are expert in at least one of the fields of knowl- 
edge required. Thus, there are quite a few competent flavor chemists 
and there are others who are competent toxicologists and lawyers. 
There are a number who have passing familiarity with several of these 
fields. There are, perhaps, a very few who are thoroughly familiar 
with all of the appropriate areas in the case of a few particular com- 
pounds. But considering flavoring ingredients as a group, or even any 
substantial subgroup of them, there is no one with sufficient knowl- 
edge in all of the areas required to permit him to function as an expert. 
If we use the conventional definition of expert as one possessing “spe- 
cial skill and knowledge,” (Webster’s Unabridged Dictionary) and 
particularly if we include the customary connotations of “masterly 
proficiency” and an “authoritative specialist,” we have no experts in 
this entire area. This, therefore, points up the need to redefine and 
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re-examine our concept of “expert” and to create such experts, as 
redefined, as are needed to cope with this situation. This raises the 
question: Where are these men to be found and who shall they be? 
It is perfectly clear that they are not necessarily in the Food and 
Drug Administration. If the framers of the Act had intended the Food 
and Drug Administration to be the sole source of expert opinion and 
the exclusive point of exercise of expert judgment, they had ample 
opportunity to so state in the Act. This they did not do. Of course, 
the Food and Drug Administration may and should, at its own dis- 
cretion, act entirely on its own initiative in this area. It is perfectly 
clear that industry alone was not appointed to this task, although, in 
individual cases, it may wish to, and should, assume that responsi- 
bility. There is, of course, a third source of potential experts—the 
academic institutions; but their personnel, in general, would be even 
less familiar than government or industrial personnel with the legal 
and technical details involved. 


As we all know, the Food and Drug Administration has taken the 
initiative in attempting to clear away some of this underbrush by 
publishing its “white lists” of substances which, in its opinion, are 
not subject to the requirement of tolerances. This has been a very 
helpful and commendable undertaking. It has done this not because 
it had to, but—as Mr. Harvey has frankly stated—as a convenience 
and in order to get something moving. No one in or out of the Food 
and Drug Administration would claim that this is an entirely satisfac- 
tory procedure though it has been useful so far in dealing with the 
best-known ingredients. It is cumbersome; the basic information, in 
most cases, must come from industry; and the panel of 800 or so 
“experts” are, by and large, uninformed as to detail and, in many 
cases, confessedly unqualified. So far as most flavoring ingredients 
are concerned, none of this group, as individuals, could have the 
necessary background. It seems to me that it is incumbent on industry 
not only to cooperate with the Food and Drug Administration as far 
as possible in additions to the “white list,” but to develop its own pro- 
cedures for arriving at valid judgments as to whether or not a par- 
ticular ingredient is exempt from the provisions of the food-additives 
amendment. As indicated earlier, valid judgments require several 
different types of knowledge. These may well be found in an expert 
committee, whose members, individually inadequate, together possess 
the necessary background. The complexity of the problem is such that 
industry must avoid, at all costs, an inflexibility in approach. Each 
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case is a separate case. While we are all bound by the basic provi- 
sions of the Act, industry has considerably more inherent flexibility 
than has government, and it should use that freedom in arriving at the 
most valid and practical judgments for each particular case. 


Definition of ‘‘Generally Recognized" 

The next point requiring definition is the phrase “generally 
recognized.” Since the Act expects this general recognition of safety 
to take place among experts, it loses its meaning if there are no experts 
equipped to function. It can have meaning only if we define “experts” 
as those who have access to, and knowledge of, the available informa- 
tion bearing on the subject of safety under conditions of intended use 
and if sufficient information to permit a valid judgment as to safety 
under the circumstances is provided to them. Thus, in effect, we have 
to create the experts by providing such information as is available and 
as is needed to permit them to function as experts in reaching a rea- 
sonable conclusion. 

Perhaps as intriguing an aspect as any is the definition of “com- 
mon use.” It must be immediately apparent that in this area there 
are no absolute standards which depend upon level of use or total 
volume. Certainly, flour is in common use and so is iodine added to 
table salt. One might be tempted to base it on the number of com- 
panies which use the product in food. But if one company enjoys a 
substantial share of the market and is the only company using the 
item in question, it may still satisfy the requirement of common use. 
The number of different food items in which the ingredient is used 
will bear on this point, but only in part. An item could be in common 
use even though only used in one food. Total quantity consumed 
annually is a possibility, but there are many flavoring ingredients 
used at a national rate of a few hundred pounds per year but which 
are found at low levels in practically every commercial version of 
certain imitation flavors. “Length of time used” is a factor, but 
clearly subject also to severe problems. It is apparent that some sort 
of criterion will have to be formulated by those who are most familiar 
with actual past practice. There is no pat and easy answer. 


Problem of Practical Methods of Analysis 
The problem of practical analytical methods is an exceedingly 
acute one. This has been dwelt on here and elsewhere in considerable 
detail. It is at least as difficult in flavors as in any other group of 
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food additives. Many of the flavoring additives are used at such 
extremely low levels and in combination with so many other inten- 
tional additives or naturally occurring ingredients of similar structure 
that the analytical problem may well prove to be an impossible 
one. Even where it is not technically impossible, its solution by 
conventional methods may well be economically impossible, for the 
basic difficulty remains that many hundreds of flavoring ingredients 
of real importance are used only in such low volume that they cannot 
bear the expense of developing full-fledged analytical methods suitable 
for their detection in all foods at the low levels in which they are 
used. This raises the question of whether or not some other means 
of detection cannot be reasonably employed. Organoleptic evaluation 
is one approach which should be considered carefully. 


Another vexing problem is the definition of “adequately shown,” 
particularly with respect to “scientific procedures.” This is a difficult 
matter, as a standard of what is adequate necessarily depends upon 
what else is known about the compound, particularly concerning its 
manner of use, and what is known about closely related compounds. 
Closely related to the consideration of what is adequate are two further 
problems. The first of these is the definition of what is “safe under 
the conditions of its intended use.” The second, which will be dis 


cussed later, is the so-called Delaney Clause. 


Fundamental Definition—'‘Safety"’ 

The definition of “safety” is the most fundamental of all and 
necessitates probing to the heart of the problem, for safety is the objec- 
tive of the Act itself. It is the great virtue of the food-additives amend 
ment that, for the first time, it makes clear that the law requires not 
safety per se and not safety removed from practical usage, but safety 
under the conditions of intended use. Not merely is usage in general 
the criterion, but the Act specifically restricts the consideration of 
safety to intended use. It is not necessary to insure against all con- 
ceivable stupidities and accidents by processor or user. The matter of 
determination of safety breaks down into two further problems: 
(1) the degree of safety and (2) the certainty of determination of this 
degree. These two problems are, to some extent, separable. These 
questions, for example, concern the degree of safety we would wish 
to achieve. To what extent is it necessary to insure against the rare 
allergic reaction or against unfavorable consequences from the use of 
the product by the extremely debilitated or by those with metabolic 
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deficiencies? The certainty of determining the degree desired enters 
into decisions on the extent of the testing required, the duration and 
size of the test, the number of species involved, and the details of 
by-product formation, metabolic pathways, etc. Certainty of deter- 
mination clearly affects the question of whether the species chosen and 
feeding levels involved are pertinent and realistic. 

Since the law does not define “safety,” it is reasonable to appeal 
to those standards of safety by which we deal with other aspects of 
our environment. For example, in each of the years 1957 and 1958, 
there were approximately 660 billion miles of passenger automobile 
travel in the United States, and there were approximately 38,000 fatall- 
ties as a result of that travel.t' This is a rate of one fatality for every 
17 million miles. Thus, there would be a 50 per cent chance of a 
fatality in approximately 8,500,000 miles. This might, with some 
stretch of the imagination, be called the LM **. It isn’t really a very 
useful figure, but then neither is its counterpart in toxicology. 


In these same years and in the same mileage, there were each 
year a total of approximately 1,400,000 deaths and serious injuries 
This is a rate of one fatality or serious injury for every 470,000 miles 
of travel. Since these statistics do not include cuts, abrasions, bruises, 
and other minor injuries, we will have to estimate the rate of occur- 
rence of these. It is conservative to say that there are at least five 
times as many minor injuries as major ones.* Thus, there is a minor 
injury for at least every 94,000 miles of automobile travel. Somewhere 
below this, therefore, would be what we might call the “no-effect 
level,” but for the sake of additional conservatism, let us call it 94,000 
miles. If we were now to apply a 100-to-one safety factor, as has 
been suggested occasionally in other areas, this would mean that a 
person should travel no more than 940 miles if he wishes to avoid a 
reasonable chance of even slight personal injury. There are approxi- 
mately 174 million people in the United States who traveled these 
660 billion miles. This is a rate of 3,800 miles per year. If you assume 
that people, with an average longevity of over 70 years, may spend 
50 of those years in travel, this is a total lifetime mileage of 190,000 
miles or approximately 202 times the safe level determined above. 
This is, of course, a frivolous example. It serves only to illustrate two 
points: First, there is no such thing as absolute safety, and if we were 





1 Accident figures, National Safety Coun- ? State of Maryland only (1958)—severe 
cil, Chicago, Illinois. injuries, 2,473; slight injuries, 14,795. (Fig- 
ures from Accident Prevention Bureau, 

Maryland State Police.) 
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presented with the opportunity of achieving it, we would strenuously 
reject that opportunity. This same sort of reasoning applies in many 
other areas. It applies to our usage of cigarettes and our accept- 
ance of air pollution in the face of growing incidence of lung cancer. 
[It applies to our use of many common remedies, including aspirin, 
which are not without their dangers. There can be no doubt that if 
someone were to discover today, for the first time, ethyl alcohol, and 
to observe its physiological effects, it would be classified as a dangerous 
drug available only on nonrefillable prescription. In the face of a 
growing weight of evidence pointing to the need for sound eating 
habits and a reasonable calorie intake, our commonest dietary defect 
is an excess of calories and resulting obesity, with a consequent rise in 
diseases of the circulatory system. I do not suggest that because we 
may be foolish in some respects we should be foolish in all, but neither 
should we go to the other extreme and demand in one limited area a 
degree of safety which is far removed from that which we happily 
accept in other areas. Second, we should accept arithmetic manipula- 
tions as a substitute for informed judgment. There is a golden mean 
of reasonable precautions which we should strive to attain. This 


raises the next question: “What price safety?” 


Determining Degree of Safety 

Let us assume a definition of safety that is not absolute, but in 
keeping with the degree of safety which we enjoy with other factors 
of our environment, and one at least as rigorous as those we apply to 
any other factors to which we receive daily exposure. A determination 
of how much safety this is requires a considerable degree of judgment 
and flexibility of approach in each case. Having decided how much 
safety we want, we must pay for this safety. We pay for it in lessened 
pleasure or increased cost or decreased convenience. Life without 
allyl caprylate or a-ionone would not be significantly safer, but it 
would be significantly less pleasant. Even more important, if an 
unrealistic standard of safety is applied to many hundreds of these 
low-level, low-volume flavors and they are dropped from use, there 
will be a serious decrease in quality in many hundreds of food prod- 
ucts, and a number of firms will face disabling or fatal financial loss 
all this without significant increase in the general welfare. In other 
cases, the manufacturer will simply pass these increased costs, or the 
lessened quality or convenience or enjoyment, along to the ultimate 
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consumer, and it is the consumer who pays. There is a point of 


diminishing returns in each case. 


Next, there is the problem of usage at insignificant levels, that is, 
usage of substances at levels which are functionally effective for their 
intended purpose, but which are without any reasonable possibility of 
adverse physiological effect. A number of us have mentioned this 
point before, and we will continue to do so because of its importance 
in the whole field of food additives and, particularly, in flavors. There 
are hundreds of flavoring ingredients which are critically important 
as flavors but which are used at levels too low and in a total volume 
which is too small to have any possible toxicological significance. We 
are speaking here of levels of from a few hundredths of a part per 
million to one or two p. p. m. introduced into the finished food. I have 
previously suggested that the de minimis principle, that “the law takes 
no account of trifles,” can legitimately cover these cases. Whether or 
not we find an answer under that name is not important, but it is 
important that the enforcement of the law take some account of the 
practical realities involved in the use of these low-level and low-volume 
additives. Recent comments of the Food and Drug Administration 
permit some slight degree of cautious encouragement. If we under- 
stand these comments correctly, they tend in the direction that if an 
additive is not determinable by available analytical methods of suitable 
sensitivity, then its presence may safely be ignored. This has been 
applied in the past to unintentional additives, whose residues lie in 
the range we have just discussed. There have been hints that this 
attitude might be extended to cover intentional additives in addition 
to incidental or unintentional ones. I would like to submit that, help- 
ful though this might be, this step suffers from two fatal flaws: First, 
it does not go far enough and, second, it goes in the wrong direction. 
The sensitivity of available analytical methods does not take care of 
those substances for which there are no available methods and for 
which it is not worth developing such methods, in terms of either the 
potential hazard involved or the economic value of the product. Next, 
the sensitivity of the available analytical methods has nothing what- 
ever to do with the potential hazard involved, and this hazard is the 
only important consideration. The factors that enter into a judgment 
as to hazard are (1) inherent toxicological characteristics of the com- 
pound, (2) levels at which it is used, (3) total volume of use, (4) foods 
in which it is used and (5) other characteristics. 
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Detailed knowledge of one or more of these aspects may render 
detailed knowledge of the remaining aspects unnecessary. We must 
find some basis for judgment and for basing the amount and type of 
evidence required on the degree of potential hazard. 


The Delaney Clause is a problem because of (1) its mere 
existence and (2) the interpretation which the Food and Drug 
Administration appears to be giving it. The clause states that: 

no additive shall be deemed to be safe if it is found to induce cancer when 
ingested by man or animal, or if it is found, after tests which are appropriate 
for the evaluation of the safety of food additives, te induce cancer in man or 
animal 

Is Delaney Clause Necessary? 

As written, it is a superfluous provision. The remainder of the 
food-additives amendment is entirely adequate to exclude from the 
diet substances which present the hazard of carcinogenicity. Accord- 
ing to reputable toxicologists, there is no reason to believe that the 
dose-response characteristics of carcinogens differ from any other type 
of toxicologic manifestation. Thus, no special provision is needed. 
This clause was, in fact, inserted because of an emotional concern 
over cancer rather than for any sound legal or scientific reason. This 
overlapping and somewhat illogical provision revives the outmoded 
per-se doctrine and would be a handicap to administration of the Act, 
in any event. It is more serious because certain recent Food and 
Drug Administration opinions seem to be phrased as though the 
clause said not “is found to cause cancer” but instead was worded 
“may be found” or “could be found” or “is capable of causing.” This 
vague and uncertain extension of the clause sweeps in a whole group 
of materials for which there is no evidence of hazard of any sort. It 
is important to remember that whatever the defects of this provision of 
the Act, it at least has the virtue that it says “is found,” not “may be 
found.” Its construction is the present passive, and not the future 
conditional, Thus, a substance, such as annatto, cannot fairly be 
excluded from use when it has the justification of experience based 
on common use in food and where there is no existing evidence of any 
sort to support the contention that it is found to cause cancer. 


Thus, finally, we return to the question: “What is a food addi- 
tive?” It will be apparent at this point that the definition of “food 
additive” rests upon many previous definitions. First, we need to 
know what degree of safety we seek, what price we wish to pay for it, 
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and what certainty we wish to have in assuring ourselves of that 
degree of safety. It involves judgment as to what is an adequate show- 
ing of safety, what scientific procedures are needed and what consti- 
tutes “common use.” These factors must be determined by our 
redefined experts created for the occasion and equipped with the 
information, training and experience which qualify them to judge such 
matters. We are led to the conclusion that this is not a matter which 
we are required to leave to the Food and Drug Administration or 
which, as a matter of reasonable practice, can always be left within its 
exclusive discretion. Industry has an enormous responsibility to 
define these points and to supply the information and background for 
valid definitions and valid judgments on its own as well as in collabora- 
tion with the Food and Drug Administration. To do so, it will need 
to achieve a new level of informed activity in this field. [The End] 


PETROLATUM COUNCIL FILES REQUEST 
FOR TIME EXTENSION 


The Council on Petrolatum, of New York City—composed of major 
refiners and marketers of refined U. S. P. Petrolatum—announced on 
January 21 that a request has been filed with the Food and Drug 
Administration for an extension of one year to comply with the food- 
additives amendment, covering the use of such petrolatum for all pur- 
poses where it is considered a food additive. This extension would give 
refiners of U. S. P. Petrolatum the necessary time to undertake addi- 
tional test work, in accordance with FDA regulations, and would enable 
industries using the product to complete their studies dealing with the 
quantities of it which might be present in their end product so that 
proper tolerances may be recommended in the final petition. 

The extension request covers uses of U. S. P. Petrolatum by the 
following industries: baking industry—as an ingredient of mineral trough 
grease; confectionery industry—as a polishing, sealing and release agent 
in the manufacture of polished gum and panned confections; canning 
industry—as a plasticizer in can-lining compounds; egg industry—as a 
release agent in the dehydration of egg albumen; fermentation industry 
(breweries, wineries and vinegar plants)—as an ingredient of a protec- 
tive coating for the inside of metal and wooden tanks; food-processing 
industry—as a special lubricant; paper industry—as a moistureproof 
agent in the manufacture of butcher paper and other specialty papers; 
rubber industry—as a plasticizing agent for rubber used in the manu- 
facture of conveyor belts, rubber rollers and rubber hose employed in 


conveying food products; tobacco industry—as a release agent in the 
processing of plug tobacco. All of the listed industries used U. S. P. 
Petrolatum prior to January 1, 1958. The council’s news release notes 
that they need not independent]; file requests for extensions on the uses. 
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Concluding Remarks 
(Industry Session) 


By BERNARD L. OSER 


Dr. Oser, in Conclusion, Expressed the Doubt That There Are More Than 
a Dozen or So Individuals Really Expert in Chemical Composition, Tech- 
nological Usage and Toxicological Properties of Any Single Substance 


M R. MULFORD has described the effort by the ad hoc committee 
of The Food Law Institute to organize an industry-sponsored 
agency for the adoption of common names for chemicals used as food 
additives. This action was initiated by discussions between Commis- 
sioner George P. Larrick and the late Charles Wesley Dunn. The 
American Standards Association was approached, and it agreed to 
undertake the responsibility of certifying to the acceptability of pro- 
posed common names by interested industrial, scientific, consumer and 
governmental agencies, provided that some other organization would 
assume the role of sponsoring agency. The sponsor would undertake 
to clear proposed names from the standpoint of standard chemical 
nomenclature, avoidance of conflict with existing drug or chemical 
names, trade-marks, etc. Efforts to obtain a sponsoring organization 
have not yet proved successful. This would appear to be an appro- 
priate activity for an industry-wide food organization, since it would 
aid in advancing the safe use of food additives by making better use 


of the label as an educational medium. 


Several speakers have called attention to the FDA program of 
referring proposed “white lists” to a group of 800 experts. One may 
ask: “Why 800 experts?” Four times that number would be twice as 
valid statistically, assuming equal competence among the experts. 
One may seriously question that there are more than a dozen or so 
individuals who are really expert in the chemical composition, tech- 
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nological usage and toxicological properties of any single substance. 
Are the appropriate questions being asked of these experts? Many 
replies must assuredly reveal a lack of familiarity either with certain 
substances or with their uses. Instead of assessing their collective 
views as to whether or not a substance is safe under its conditions of 
intended use, would it not be more appropriate to select a more 
limited group of individuals who have their finger on the pulse of 
scientific opinion and ask them whether or not their colleagues gener- 
ally recognize the substance in question to be safe? The scientific 
literature should give some indications along these lines, since one 
would expect any substance in common use whose safety was ques- 
tionable to be the subject of articles in journals devoted to toxicology, 
medicine or public health. 

As an example one might cite the fact that a tolerance for “arsenic” 
in the order of one part per million in various foods and drugs has 
been accepted ever since the days of Dr. Harvey W. Wiley. If this 
had been generally recognized to be carcinogenic, one would have 
suspected that a hue and cry would long since have been raised for 
regulatory action to disallow the tolerance. Likewise, since mineral 
oil is generally recognized by the medical profession to be sate 
enough to permit over-the-counter sale at drug counters everywhere, 
why should the minute amount as an incidental additive present in 
many common foods suddenly be considered questionable from the 
standpoint of safety? 

If the prehistoric process of preservation of meat and other foods 
by smoking were introduced today for the first time, it is quite con- 
ceivable that it might not be permitted, since it is known that smoke 
of whatever origin—contains many substances which in appropriate 
dosage are toxic or even carcinogenic. Are we stretching our stand- 
ards of safety to the point where we must re-evaluate all common 
foods and traditional methods of food preparation ? [The End] 


¢ DR. ABRAMSON JOINS JOURNAL STAFF ¢ 


Ernst Abramson, M. D., of Sweden, is welcomed to the staff of 
Foop Druc Cosmetic LAw JOURNAL as associate editor for Europe 
JouRNAL readers will recall his excellent paper “Food Legislation in 
Sweden,” published in the January, 1955 issue. It was derived from an 
address delivered during his October-November, 1954 official visit to 
the United States as director of Sweden’s National Institute of Public 
Health and acting professor of physiology at the Caroline Medico- 
Surgical Institute and at Upsala University. 

Dr. Abramson has published some 100 papers on physiology, nutri- 
tion and food legislation. 





' 
- 
ry 
H 
2 





aerewme y+ 


1959 Joint National Conference—FDA-FLI— 


A HOME ECONOMIST 
LOOKS AT OUR FOOD 


By ELIZABETH NEIGE TODHUNTER 


This Is the First Discussion Paper Presented on the Second Day 
of the Meeting (Consumer Morning Session) Held in the Auditorium 
of the United States Department of Health, Education, and Wel- 
fare, in Washington, D. C., November 16-17. Dr. Todhunter Is 
the Dean of the School of Home Economics, University of Alabama 


RECENT ARTICLE on home economists described them as the 

eyes and ears of the consumer. I would like to add that they are 
the voice and the translators into action for business and industry 
not always, perhaps, doing this just the way that business and industry 
might want them to do it, but doing it the way that their basic train- 
ing in the sciences of food and nutrition tells them it must be done and 
the way their eyes and ears tell them that the consumer needs to have 


it done. 


One person cannot speak for the homemakers and consumers of 
America because no poll or survey of them has been made on the 
particular topics being discussed here. These are the views of a home 


economist. 


Problems in Maintaining Today's Food Supply 
We realize that serious and difficult problems face agriculture and 
the food industry in maintaining an adequate supply of food for our 
people. There are problems of (1) contamination during production, 
(2) processing which may cause loss of nutritive value, (3) transporta- 


tion and storage, (4) packaging and (5) labeling. 


In order to produce food today, pesticides must be used to destroy 
or control the activity of insects, weeds, fungi, bacteria, and other pests 
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that attack crops and livestock. This tremendous problem presents a 
challenge to the chemist to develop effective pesticides and a challenge 
to those agencies responsible for maintaining the safety of our food 
to see that nothing remains on the food of a kind or in amount to be 


a health hazard. 


In the last few years an additional problem has been created 
through radioactive fall-out which may reach the consumer directly 
from crops, fruits or vegetables or via the meat and dairy products 
of animals that have consumed the forage and crops exposed to 


fall-out. 


The processing of food, such as by freezing, canning, dehydration 
and milling, may cause destruction or removal of some of the essential 
nutrients. Since the basic reason for consuming foods is to meet the 
nutritional needs for growth, health and well-being, the problem is an 
obvious one. Transportation and, particularly, storage of foodstuffs 
provide further opportunity for deterioration in quality, loss of nutri- 
tive value, and possible contamination by insects and rodents. Pack- 
aging of food has added greatly to ease of handling, and to consumer 
appeal, but the very wide variety of packaging materials and surface 
treatment of containers require continual alertness, testing and check- 
ing to guard against the use of any substance that might be a health 
hazard. 


The consumer must know what she is purchasing and what the 
constituents of the food are so that she can make her judgments re- 
garding nutritive value and safety, and how a food will serve her 
purpose in the family meal plan. 

These are big problems, and none of them is easy to deal with. 
The consumer frequently is not aware of all these problems but she 
does have pretty clearly in mind some standards she expects her food 
supply to measure up to. These standards are based on the kind of 
information which she has been getting. 

J 
Information Consumer Is Getting Today 


Today the mass media carry information of one kind or another 
to everyone everywhere in our country. In the newspapers the con- 
sumer gets news releases on new discoveries in science or a sudden 
announcement on what has happened somewhere in the food industry. 


Magazine articles bring her stories about nutrition, food production 
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and food processing, and television and radio do likewise, along with 
bringing a barrage of claims about the merits of specific products. 


3y these means the consumer has acquired some facts, partial 
information about many items, and some misinformation. She has 
added to her foods vocabulary such terms as “carcinogens,” “addi- 
tives,” “antibiotics,” “stilbesterol,” “radioactive fall-out,” “Strontium 
90,” “pesticides,” “vitamins,” “protein” and “unsaturated fatty acids.” 
These are terms that are becoming familiar to the consumer; under- 


standing of them is another matter. 


What Consumer Expects of Food Supply 


The consumer wants to feel sure that her food is safe, clean and 
of known nutritive value and that she is being told the truth on the 
label and in the advertisements or other statements about her food. 
The consumer is inclined to say to the scientist: “You can put satel- 
lites in orbit and shoot for the moon. Can't you give me a safe food 
supply?” She also says: 

You have made wonderful electronic machines that do endless lightning 
calculations and apparently give you answers to any questions you ask. Why 
can’t you tell me exactly the flavor, color, palatability, quality and nutritive 
value of the food I buy? 

More meals than ever before are eaten away from home. The 
consumer wants assurance that the food she gets when she eats out 
measures up to the same standards she wants for her home supply. 
For instance, she wants to know that she is not getting food prepared 
from decomposing eggs rejected by the hatcheries. She has read 
about this in some news items. She has also possibly read somewhere 
that, though the Food and Drug Administration is ever watchful of 
her food supply, the FDA enforcement of some of the food laws must 


be very selective because of limited funds and personnel. 


Nutritive Value of Food 


The health of the individual, the family and our nation is de- 
pendent on the nutritive value of the food supply. The foods available 
to the homemaker today can supply all needed vitamins, minerals and 
protein if the meal selection is made mainly from milk, meats, eggs, 
cheese, vegetables, and fruits and cereals. 

A half-century of nutrition teaching has made the homemaker 
aware of the various nutrients and their importance. The “basic 
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seven food plan,” now streamlined to four essential food groups, has 
become widely used. 

The Council on Foods and Nutrition of the American Medical 
Association provided early leadership in the late 30’s in the movement 
to make proper use of vitamins and minerals to improve the nutritive 
value of staple foods. In 1940 the Committee on Food and Nutrition, 
later to be called Food and Nutrition Board, of the National Research 
Council began its broad program, which has continued ever since, for 
the improvement of the nutritional status of the American people, 
with enrichment—first of flour and bread—as the prime means of 
achieving this. The Food and Drug Administration held hearings in 
1940 on the addition of thiamine to flour, and the word “enriched” was 
accepted. Subsequently, other nutrients were accepted as part of the 
enrichment plan, and maximum and minimum standards were set. 


Today the Food and Nutrition Board of the National Research 
Council has a clearly stated policy on the addition of specific nutrients 
to foods. This statement reads, in part: 

With carefully defined limitations, the principle of the addition of specific 
nutrients to certain staple foods is endorsed for the purpose of maintaining good 
nutrition as well as for correcting deficiencies in the diets of the general popu- 
lation or of significant segments of the population. The requirements for 
endorsement of the addition of a particular nutrient to a particular food include 
(a) clear indications of probable advantage from increased intake of the nutrient, 
(b) assurance that the food item concerned would be an effective vehicle of 
distribution for the nutrient to be added, and (c) evidence that such addition 
would not be prejudicial to the achievement of a diet good in other respects 

The endorsement of the following is reaffirmed: the enrichment of flour, 
bread, degerminated corn meal, and corn grits; the nutritive improvement of 
whole grain corn meal and of white rice; the retention or restoration of thiamine, 
niacin, and iron in processed food cereals; and the addition of Vitamin D to 
milk, of Vitamin A to margarine, and of iodine to table salt. 

This statement has been intended as a guide for the food industry. 
Nutritionists and home economists, nation-wide, have used it as the 
basis of their teaching. 


The food and nutrition board has also published “recommended 
dietary allowances” for the maintenance of good nutrition in healthy 
persons in the United States. The first set of allowances was pub- 
lished in 1943 and presented specific recommendations for those nutri- 
ents for which quantitative data on requirement were available. The 
allowances were revised in 1945, 1948, 1953 and again in 1958. These 
revisions at five-year intervals have provided opportunity for con- 
tinuous review of the purposes and bases of the allowances and for 
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changes in the recommended allowances in the light of new research 
data. These allowances are widely known and used by nutritionists, 
teachers and home economists, and have been interpreted in various 
forms and practical terms to the consumer. 


“Recommended daily allowances” has become somewhat a house- 
hold term. However, as a teacher and worker in the nutrition field, 
I have become concerned that comparatively few outside the food 
industry are aware that “the minimum daily requirements” are some- 
thing quite different. In fact it is difficult to find a table of the mini- 
mum daily requirements in any textbook on nutrition. The minimum 
daily requirement for certain nutrients as established by the Food 
and Drug Administration are confused in the minds of consumers 
with the National Research Council recommendations. 


We have tried to teach the consumer to read the label. When 
she reads on a package of cereal, for example: “. . . provides the 
following percentages of the minimum daily adult requirements of 
these nutrients,” she does not realize that this amount is something 
quite different from, and a lower level than, the recommended dietary 


allowances of the National Research Council. 


Even if the homemaker is good at arithmetic, it is at least con- 
fusing if she uses one of the well-known cereals and reads from the 
label as follows: 

Each two ounces . . . provide the following percentages of minimum daily 
requirements: Thiamine (vitamin B,:) 33%, Phosphorus 33%, Iron 22%. Each 
ounce contains 110 calories, Protein 16.7%, Fat 6.9%, Carbohydrates 62.4% 

I recently looked over some labels of other leading cereal prod- 
ucts; one was an oat product, one was wheat germ and one was a 
cereal mixture. Each said on the label: “Contains more protein than 
any other cereal.” Obviously, this could not be true for each of them; 
this was certainly misinformation. 


If the homemaker picks up another well-known manufacturer’s 
cereal package, she reads that one ounce supplies, along with other 
listed nutrients, 400 U.S. P. units of vitamin D, 0.1 mg. of lodine, and 
10 mgs. of vitamin C. Such fortification of food with many nutrients 
is not in the best interests of the public health. If foods other than 
milk are fortified with vitamin D at a level of 400 U. S. P. units per 
serving, there is the possibility of an oversupply of vitamin D; 400 
U. S. P. units is the maximum recommended amount. There is clini- 
cal data to show that excessive intakes of vitamin D are harmful and, 








PAGE 44 FOOD DRUG COSMETIC LAW JOURNAL—JANUARY, 1960 


even though this excess may not be reached by the intake from use 
of a number of fortified foods, if cod liver oil or some vitamin D con- 
centrate is also being used for infants and children there could be an 
excessive intake. 


Every effort has been made to educate the consumer to use iodized 
salt as a safe, dependable source of iodine. Excessive intakes and 
harmful effects are possible if many foods are marketed with added iodine. 


Also, there is serious question as to the advisability of adding 
vitamin C to cereals and other foods which are not normally a source 
of this vitamin. The best interests of agriculture and the food industry 
are served when homemakers are encouraged to use daily many food 
groups, especially meats, milk, cheese, eggs, fruits and vegetables. 
The use of these foods also offers the most satisfactory pattern for 
providing a diet that is nutritionally adequate for the normal individual. 


It is to be hoped, too, that we never lose sight of the fact that 
foods, as well as supplying essential nutrients, are eaten for enjoy- 
ment. What enjoyment is there if, instead of the variety of color and 
texture, the stimulating aroma and flavor and the attractiveness of 
the family meal, there is replacement with X’s concentrate or Y’s 
specially packaged preparation which supplies all the nutrients? 


Let us turn for a moment to milk. Through years of sound 
practice and nutrition education, the homemaker has developed con- 
fidence in milk as a basic part of the meal. She knows that it is a 
good food and high in many nutrients but that she needs other foods 
as well. She has learned to understand the label when it reads “pas- 
teurized, homogenized and fortified with 400 U. S. P. units of vita- 
min D.” But when she now reads also that it has added thiamine, 
riboflavin, iron, vitamin C and other nutrients, is it any wonder that 


she becomes confused ? 


Such practices of indiscriminate fortification of foods tend to 
destroy the faith of the consumer in all foods. It can make her over- 
conscious of minerals, vitamins and protein. It can make her more 
readily susceptible to the stories of soil depletion and devitalized foods 


and to the numerous other false statements made by the quacks and 
faddists. These quacks are the ones who prey on the homemaker’s 
genuine concern for the health of her family and who sell her expen- 
sive and unnecessary vitamin and mineral preparations or so-called 
health foods. 
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When the consumer reads the label, I think she would like to 
know something about the flavor, palatability, quality and retention of 
natural color of the products. These factors are of the utmost importance 
in meal planning and food preparation. As mentioned above, these are 
factors which are difficult to measure and standardize. The average 
consumer, however, has been led to believe that in the Space Age 
scientists can do practically everything, and she does not see why 


some scientists cannot do this for her. 


Proposal 


I would like to make a proposal based on some of the points made 
here and the many that have had to be left unsaid because of time: 
that there be a real partnership formed among the food industry, 
the Food and Drug Administration, and the homemaker or consumer. 
The food industry must conduct its program so that the consumer 
can have complete confidence in the products she buys. The faith 
of the consumer in her food supply and the truth of what is on the 
label is very important. It takes long-time educational programs 
to build this faith. It can quickly be destroyed. When the consumer 
gets one brand or product which does not live up to its name or label, 
she is likely to turn against all products of that class. She is not 
going to shop around till she finds one that does measure up. 


The food manufacturer defeats his own end when he per- 
mits poor quality, misleading information, confusing statements or 
excessive claims to be made for his product. 


The Food and Drug Administration needs to give more informa- 
tion to the consumer. I know that there are excellent consumer mate 
rials available from the FDA. I have read these and appreciate them, 
but they do not reach enough consumers. The cooperation of writers, 
home economists and teachers should be secured in making this infor- 
mation more completely available to the public. I do not know of 
any high school text which carries information on the FDA and its 
work for a safe food supply—and I know of few college texts that 
do this. 


Last, I would propose that more effort be made to produce safe, 
high-quality food products that retain their nutritive value and that 
addition of nutrients be restricted to those foods specified by the 
Food and Nutrition Board of the National Research Council. 


[The End] 
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Some Problems of the Consumer: 
Information, Labeling 


By FAITH FENTON 


Dr. Fenton, Professor Emeritus of Home Economics at 
Cornell University, Ithaca, New York, Also Addressed 
the Consumer Session of the Conference on November 17 





HE OPPORTUNITY of speaking from the consumer’s point of 

view to this illustrious group which has one objective only— 
to work together for the welfare of the family in the specific field of 
food—is much appreciated. 

Many consumers are only partially informed or are incorrectly 
informed. The number who are gaining information, however, is 
increasing. Consumers of today are different from the consumers of 
ten years ago. They need to be, with an increase from 2,000 to over 
6,000 food products in our supermarkets; with over 750 food additives 
in use; and with an increase in the number of persons on special 
diets and in the number of elderlies and infants. 

Some of the reasons why the homemaker is better informed 
are that she has more leisure, wider interests, a higher income and is 
better educated. The 1958 amendment to the Federal Food, Drug, 
and Cosmetic Act has stimulated her interest greatly. 

I am representing today the American Home Economics Associa- 
tion, which has a membership of over 25,000. There are more than 
30,000 other employed home economists who are eligible for member- 
ship, that is, they have B. S. degrees in home economics. The total 
number of home economists in the country is 80,000. Most of these 
have training in basic sciences, nutrition, economics and management. 
Many are helping other consumers to be better informed. 
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I shall be speaking from the viewpoint of the homemaker of today 
and tomorrow who wishes to be informed. We shall use the term 
“informed consumer” in a relative way; there is no entirely informed 
consumer any more than there is an entirely educated person. 

What are the problems of this homemaker-consumer who wishes to 


be informed and to help others to be so? 


Information 

The first problem is difficulty in obtaining understandable infor- 
mation on food regulations. This information is not easy to come by 
Not many homemakers are constant readers of the Federal Register 
or the Foop Druc Cosmetic Law JouRNAL or even of Consumer Reports 
or the Consumer Bulletin and not many have the opportunity of hearing 
talks given by food and drug officials. 

When the consumer does find information on food regulations, 
it is piecemeal and in technical language which is difficult to under- 
stand. In some respects, the language used is subject to variable 
interpretation. 

The informed consumer realizes there is a great lag between advances 
in the food field and public knowledge. She believes the food industry 
is more consumer-oriented than any other industry. She also realizes that 
the Food and Drug Administration has almost a superhuman task 
in administering the law—this, too, with woefully insufficient funds. 


Labeling 

Labeling is one of the most controversial subjects and also one of the 
most timely. Labeling could provide the best communication between 
the manufacturer and the consumer. Labels are more important every day. 

Dr. Todhunter has handled so ably the problem of claims for nutritive 
value on labels that I shall omit this from my discussion. 

We have a law which states that, with few exceptions, each ingred- 
ient must be listed on the label. It has been suggested that functional 
names would be more helpful to the consumer than common or usual 
names. Another suggestion is that both the common and the func- 
tional name be on the label. 

What are the pros and cons of each of these views? 

Common or Usual Name.—What are the reasons for using the 
common name? In connection with the 1958 amendment, it has been 
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stated: “The consumer has a right to know what is in his food.” 
Besides the fact that we are a democratic nation, with the idea of 
having “all the news that’s fit to print” almost to the extent that we 
demand to know defense secrets, what are some of the other reasons 
for listing the common or usual names of ingredients on the label? 
One of the chief ones is that some consumers have a fear of the 
harmfulness of food additives. There is an apt saying: “We all tend 
to be down on what we are not up on.” Isn't it human nature to 
feel suspicious if something is being kept from us? 

Another reason for using the common name is that there are more 
and more people in the United States on special diets. Individuals 
having allergies and others need to know what is in their food so as to be 
able to avoid foods containing ingredients which are harmful to them. 
Someone has said that their physicians will inform and warn them. 
\re the physicians themselves informed ? 

Functional Name.—Persons who are inclined toward the functional 
name in lieu of the common name say that the functional name would 
be more informative to the consumer and that she will not understand 
the common name. There are fewer functional names. Some of the 
functional names are difficult, too. How many homemakers at present 
understand the meaning of “sequestrants” or “chelating agents”? 
Feed manufacturers list the names of ingredients on their feed bags. 
Detailed lists of ingredients appear on cans of dog and cat foods. 
Those who favor functional names propose that the specific additive 
in a given product be identified by a code letter such as “emulsifier A.” 
Its chemical name could then be made available for those responsible 
for law enforcement. The homemaker-consumer would not then be 
educated on them. 

Soire say listing of functional names in lieu of common names 
will be a step backward—that, if done, it will only be a question of 
time until public opinion will force a law requiring the names of 
ingredients on the label and that even with the use of a code letter 
the common name will be difficult for the consumer to come by. 
Another argument for the functional name is that finding common 
names for over 700 additives is a tremendous task and requires funds 


not now available. 


Both Common and Functional Names.—The use of both the common 
name and the functional name might be the most informative to the 


consumer. Is there room on the label for both? That would depend 
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somewhat on the number of additives used in any one food product. 
We have at present some labeling of this kind—for example: “Sodium 
propianate added to retard spoilage with added Mono and Diglycerides 

Harmless Softener.” We also have, on a label for cat food, 
“butylated hydroxy toluene (a preservative) 0.001%.” Omitting 
repetition present on some labels would give more space. 

Labeling of Standardized Foods—Another labeling problem with 
which consumers are concerned is that of food products for which 
standards of identity have been adopted. The law does not require 
that standardized products carry a list of ingredients on the label. 
I have heard women say they thought that since no ingredients were 
listed on the label, no additives were present in the food. Unfortu- 
nately, at present the food products about which most consumers 
know the least are those which have been standardized. Often the 
consumer does not know that the food has been standardized. Fur- 
thermore standards of identity often allow for optional ingredients. 
People on special diets consume many of these standardized foods 
and need to know the ingredients. Labels on special dietary foods 
do carry a list of ingredients. 

Is there need for more standardized foods or is standardization 
necessary under the new additive law? In the last decade, less than 
200 have been standardized. Perhaps more important than new 
standards is revision of some of the old standards of identity in the 
light of newer knowledge in food technology and nutrition. Termi- 
nology needs to be simplified. The language of food standards does 
not make food sound palatable. 

Standardization is a slow process. It is done only after thorough 
and careful study. The American Home Economics Association is 
the only member-body of the American Standards Association that 
represents the ultimate consumer. Certainly, the consumer needs 
more information of present regulations for standards of identity, of 
ingredients in presently standardized foods and of proposed revisions. 

Some informed consumers are wondering why colorings, flavorings 
and spices are now listed on labels by functional names only and 
think that the same regulations should apply to these three groups 
as to other additives. Is there a potential hazard in them? Colors 
have recently been taken off the approved list. The withdrawal by the 
manufacturer of one flavoring—coumarin—as a food additive because of 
its potential harmfulness, and this after 75 years of use, received a 
great deal of publicity a few years ago. 
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Some consumers know that reasons given for excluding these 
three groups from the general regulation of listing by common name 
include the fact that there are now about 1,200 flavorings and flavoring 
adjuncts used in food. Is this an argument for or against listing 
them by name’ Another reason given is that these ingredients are 
found in such minute amounts that they are not detectable. If these 
groups are listed by common name, revision of some of the present 
standards of identity will be necessary. 

Are Labels Read?—It is sometimes said that women do not read 
labels. Many do not. But why? What is there on some labels except 
the name of the product, the name and address of the manufacturer 
or distributor, a picture of the product, and the amount of contents? 
If the product has been standardized or if no additives requiring 
tolerances have been used, that may be all the information given 
There may be a recipe or two, or the number of servings. But is 
there much real educational information on many labels? 

How about the labels that list ingredients?’ Why doesn't every 
homemaker read these? They are usually in fine print and are difficult 
to find, let alone read. They are sometimes in an out-of-the-way 
corner or over a fold or on a shiny cellophane or even covered with 
it, and printed in light-colored ink. It is reported that 60 per cent 
of the people in the United States have poor vision that would 
properly call for the wearing of glasses. Some women wear bifocals 
and some others should. Many a homemaker is interested in the 
amount of contents, which she knows is somewhere on the label 
because she knows the law requires it to be there. But where is it, 
and why does it change so often for the same product in similar 
packages—often decreasing in amount? It is often necessary to turn 
and twist a can or carton around to find either the list of ingredients 


or contents. 
appear on a part or panel of the label which is displayed under 


Regulations require that “information specified shall 


customary conditions of purchase and the information is to be placed 
in a sufficiently large space for prominence and appropriate style and 
contrast against the background.” This regulation apparently allows 
for some difference in interpretation. Could the manufacturers agree 
to place the list of ingredients in the same relative position on each 
package’ If the consumer knew that she was going to always find the 
list just below the product name for example and in legible print, 
she would not become so frustrated that she would give up any 


attempt at reading labels. 
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The consumer might be interested in the date of packaging 
certain foods, including bread and coffee, have been dated at various 
times. She may have been told that manufacturers of certain products 
such as “box cake mixes” go to considerable trouble to control the 
length of time they stand on the grocer’s shelves and pick up any 
boxes that remain after a specified length of time. In a recent West 
Coast study of frankfurters, the researcher recommended that frank 
furters be dated. Does this question of dating warrant further careful 
study? ' 

The effect of length of storage may show up sooner in functional 
properties than in palatability and safety. For example, if stored 
too long, certain jellying compounds may not form a jell and certain 
leavened products may not rise. 

Is it time to evaluate what properly should go on the label? 
There are innumerable sources of recipes. Is it necessary to repeat 
the brand name when it is already prominent? Consumers in the 
know like the listing of ingredients in the order of amount. Should 
the label inform other consumers of this order? 

The homemaker’s shopping job is not an easy one if it is to be 
done intelligently. She must choose not only among the more than 
6,000 food products, but also among detergents, kitchen equipment, appli- 
ances, textiles, clothing, furnishings, cosmetics, and some drugs. Further- 
more, shopping is only one phase of her busy life. She is no longer 
able to ask her own grocer questions over the counter. Let’s make 
her job of food shopping as easy and informative as possible, as well 
as free her from concern about “poison on the grocery shelf.” 

It is well known that she does read the label on frozen foods 
to find out how to store and prepare them for serving. 

Reading of labels is a two-way affair with responsibility on both 
the manufacturer and the consumer. Is the label worth reading 
carefully and in detail ? 

Do many of our food labels give as complete information as the 
one on a box of Milk-Bone Dog Biscuits, which reads: ‘““We guarantee 
that Milk-Bone Biscuits are baked under the most sanitary conditions 
and contain only good, clean, wholesome, nourishing ingredients and 
absolutely no sugar, spices, drugs, preservative or color’? 

One of the benefits of the new food law often mentioned is that 
it makes conditions more favorable for improvement in food tech- 
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nology. The informed consumer is wondering what form these ad- 
vances are going to take. She expects that the quality of her food 
products will be improved and probably the number of them, although 
she may think 6,000 is enough. She is hoping that improvements will 
also include a decrease in the number of additives and deletion of 
some of those which are in foods solely for competitive reasons. No 
doubt, the nomenclature committee, seeking common names for over 
700 chemicals, is also wishing there were fewer additives. It is easy 
to see why the consumer is overwhelmed by the number. Can the 
consumer reasonably expect a decrease or is an increase necessary for 
advance in food technology ? 

Another hopeful source for decrease in number of additives, and 
the amount used in any one product, is research. With the great 
amount of research that is being done on, for example, natural colors 
and flavors of food, including chemical composition, means of measure- 
ment, color and flavor differences in relation to quality, solubility, 
volatility, effect of air and temperature and effect of temperature 
changes during heat treatment in processing and during storage, the 
future looks hopeful for better retaining and maintaining of the natu- 
ral flavor and color so that not so many additives will be needed. 
Is this only wishful thinking? Not entirely. A striking example of 
this type of improvement is the discovery that vegetables must be 
blanched before freezing or dehydrating if they are to maintain their 
quality during storage. Another is the finding that the natural red 
of strawberry preserves, which is one of the most unstable of colors, 
can be maintained if the preserves are stored at 65 degrees Fahren- 
heit or lower. 

Serious consideration can well be given to whether particular 
additives are necessary or advisable, from the consumer's point of 
view. For example, the question of the coloring added to the surface 
of oranges is receiving much attention at present. Citrus Red No. 2 
is permitted in coloring the skins of mature oranges. The dye is 
banned, however, from use on skins of oranges that are to be used 
for processing, as in the preparation of marmalade. How about the 
possible use of these oranges in marmalade or candied orange peel 
made in the home? Also, who is to know whether a child. in peeling 
an orange in a messy manner and getting the dye on the peeled orange 


sections and all over his hands, is consuming a harmful amount? We 


are told that oranges maturing late in the season have a tendency to 
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develop a greenish tinge, a color which consumers tend to associate 
with immature oranges. Would it be advisable to label these oranges 
and have them sold for what they are? Or could these green- 
appearing oranges be used in frozen concentrate or canned orange 
juice, since they are reported not to be actually immature? 


Summary 

In summary, it may be said that the homemaker-consumer has 
come to expect a great deal from her food manufacturer in a great 
variety of fine-quality foods and also a great deal of protection from 
her government. She takes these things for granted. She is expect- 
ing still more in the way of more easily available, understandable 
information as to regulations, more helpful information on labels and 
simpler, more easily read labels, and fewer additives, in addition to 
constant vigilance on safety. She expects enough flexibility that her 
food products can be kept-up-to-date with new developments. She 
agrees with Dr. Alan Waterman, director of the National Science 
Foundation, that ‘all mass media have underestimated the desire of 
our citizens to learn and to know.” 

Many a consumer hopes that she can contribute by being in 
formed herself, helping others to be informed, and using her influence 
in formulating policies and regulations which are most beneficial to 
the family and also giving her support for adequate financial means 
for administering those regulations. She hopes her suggestions will 
be both constructive and reasonable. She realizes the importance of 
public opinion in influencing and forming government policies and, at 
the same time, she recognizes the danger of pressure groups on our 
government regulatory agencies. The work of these groups may do 
much to make her suspicious of the honesty of her foods. 

The consumer has two divergent reactions to present develop- 
ments in food technology: She is very proud of the food products 
available to her and has a great respect for the scientific work which 
has made them possible. At the same time, she has a certain respect 
for natural foods and some distrust of food additives. 

She knows that there will be changes in the future and is pre- 
pared to look at them in a new way. She can understand the think 
ing of the small boy who went to Sunday school for the first time. 
When he returned home, his mother said: “What did the teacher 
tell you?” “Nothing much,” he replied, “just a story about some 
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people who got in their jeeps and went to the Red Sea; then they 
got in their helicopters and went over. Then they went on.” The 
father, somewhat surprised, said: “Are you sure that is the way they 
told that story?” The child answered: “Well, if I told you the story 
the way they told it, you just wouldn't believe it.” Can we keep our 
thinking as up to date as this small boy has his, and be as realistic 
about the ever-changing present as he? [The End] 


© COURT ACTIONS DURING DECEMBER, 1959 ® 


According to the Food and Drug Administration’s January report 
on enforcement and compliance, 42 tons of nuts for the Christmas 
trade were found to be insect-infested, moldy, spoiled, shriveled, or 
having empty shells. Thirty-six shipments, including nine in ware 
houses, were taken off the market. 

In all, unfit foods totaling 547 tons were seized during December, 
1959. 

Spoilage of “fresh” green beans in 12-ounce cans caused the seizure 
of 163 tons (18,186 cases), all shipped by the same packer. One hundred 
and fifty tons of bulk wheat were seized because of rodent contami- 
nation. Rotten eggs were found in 20 tons of frozen whole eggs 
intended for commercial food processing. Spoiled chicken was found 
in eight tons of cut-up chicken in consumer packages. 

An additional 124 tons of foods taken off the market as hazards 
to health included candy suckers with pointed wooden sticks which 
could injure children; wheat in which mercury-treated seed wheat was 
mixed; and fresh and processed cranberries containing aminotriazole 
(48 tons). Health violations were also alleged against 148,000 tablets 
of low-strength vitamin products. 

Seized as economic cheats were five tons of canned freestone 
peaches not labeled to show that they were below standard in quality. 
Also seized was a ton of so-called fruit cookies, in which dates, oats and 
artificial coloring and flavoring were used in place of the expected fruit 
ingredients—raspberries, peaches or apricots. 

Eleven drugs and devices were seized during December, 1959 
Seven of them were alleged to be misbranded by false and misleading claims 

Canned “natural” celery juice was offered as part of a vegetable 
“juice therapy” program for diseases, including arthritis, rheumatism, 
neuritis, chronic appendicitis, high blood pressure, apoplexy and arterio- 
sclerosis. 

Two brands of so-called air purifiers—portable cabinets into which 
room air was drawn and caused to flow through an electrostatic field 
or exposed to ultraviolet light—were seized because of claims that they 
were effective in treating or preventing hay fever, asthma, sinus trouble. 
and “other airborne allergies.” Alleged to be adulterated as well as 
misbranded were 300,000 digitalis tablets that were substantially lower 
in strength than the 1% grains claimed on the label. . 


Altogether, 120 seizures were instituted in the federal courts. 
Thirteen prosecution actions were terminated. 











' 


eh tn we see 


ORs wee Aer. 


wine ante 








1959 Joint National Conference—FDA-FLI— 


What the Consumer Expects 
of the Food and Drug Administration 


By SALLY BUTLER 


The Legislative Research Director, General Federation of Women's Clubs, 
Told the Consumer Session That Federation Members Fee! That By Cooper- 
ation Everything Possible for Health and Welfare Can and Will Be Done 


SHOULD LIKE TO BEGIN my remarks by paying tribute to 

Charles Wesley Dunn, late president of The Food Law Institute. 
The General Federation of Women’s Clubs has long been associated 
with him in our effort to be sure that the food and drugs intended for 
human consumption were brought to the markets in accordance with 
the laws set out in the Federal Food, Drug, and Cosmetic Act 


The women of the General Federation of Women’s Clubs feel 
that he was a dedicated public servant. His death has removed a 
man of the greatest integrity from the service of his fellow men. The 
example of his life’s work will long be an inspiration to those who 
knew and worked with him. 


I have been asked to come here and discuss what the consumer 
expects of the Food and Drug Administration. I am sure I was 
asked because I work with a group which represents millions of our 
consumers—the General Federation of Women’s Clubs, with its 5 mil- 
lion United States members who are responsible for the welfare of 
their families. Women in general care what kind of food their fami- 
lies have to eat—that is to say, their interest is in the consumer. 

The General Federation of Women’s Clubs was chartered by 
the United States Congress in 1901. Its purpose was and remains, 
to this day: 

To unite the women’s clubs and like organizations throughout the world 


for the purpose of mutual benefit and for the promotion of their common interests 
in education, philanthropy, public welfare, moral values, civic and fine arts. 
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We all know that the pure food and drug laws were enacted to 
protect the health and welfare of the people. Thus, it becomes the 
responsibility and the duty of the officials of the United States Depart- 
ment of Health, Education, and Welfare to do everything in their 


power to carry out the laws of the land. 


How Women Depend upon FDA 


Women look for the O. K. of the Food and Drug Administration 
as they do for the inspection verification of the United States Depart- 
ment of Agriculture on meats and poultry. They depend upon that 
O. K. of the Food and Drug Administration on things intended for 
human consumption. 

3ecause I feel I can talk with authority regarding a great seg- 
ment of the consuming public, I shall develop my remarks from observa- 
tions made in working with the General Federation of Women’s Clubs. As 
evidence that clubwomen concern themselves with the health and wel- 
fare of people in the United States by their consistent action, I present 
the following resolution as passed in convention in 1959: 

WHEREAS, The General Federation of Women’s Clubs was instrumental 
in helping to establish the Pure Food and Drug Administration; and 

WHEREAS, Continued vigilance and action are necessary by the Pure 
Food and Drug Administration to protect the American public from foods and 
drugs unsafe for human consumption; and 

WHEREAS, The greatest handicap to the Pure Food and Drug Admin- 
istration is lack of funds to supply the proper number of inspectors, scientists 
and law enforcement agents; therefore 

RESOLVED, That the General Federation of Women’s Clubs urges the 
Congress to continue to make appropriations to the Pure Food and Drug Ad- 
ministration adequate to safeguard the health and welfare of the American people 


Role of Clubwomen in Passage of 1906 Act 


The General Federation of Women’s Clubs was given great credit 
for helping to establish the Food and Drug Administration by its first 
administrator, Dr. Harvey W. Wiley. He said it was the determina- 
tion of the clubwomen to have sanitary and healthy food for their 
families that had great influence upon Congress to pass the law in 
1906. For two years prior, the General Federation of Women’s Clubs 
had been working for passage of such a bill. Our first resolution was 
passed more than 50 years ago, and the General Federation of Wo- 
men’s Clubs has given active support to the Food and Drug Adminis- 


tration ever since. 
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We have heard some sources say that in a few years it will be 
necessary to use additives in food in order to supply the demand for 
food. This does not ring sincerely to many people because we know 
of surpluses in spite of the effort made to limit production by the 
farmers. Of course, certain additives may be necessary or helpful. 
Additives are used to keep bread soft so it will appear fresh, but if 
the use of chemicals in food is for deceptive purposes and does not 
make the food any more nutritious, it seems to be a deceptive measure. 

The use of coal tar to color oranges so as to get women to buy 
them, as has been reported after a court decision not long ago, is an 
insult to women’s intelligence. Of course, we all had become accustomed 
to the orange-colored fruit long ago when it ripened on the trees and 
had no adulteration. It seems there was a commercial reason in the 
beginning for the use of artificial coloring. To be able to ship the fruit 
was less a problem if it could be picked green and then colored. This 
meant people were to think they were getting riper fruit. This, in 
reality, is a deceptive measure, for I suspect that there are many 
people now who do not know that the oranges they use are artificially 
colored. I am certain that once women know the facts they will 
prefer to feed their families the oranges with a green rind rather 
than give them something which would be a health hazard. We know 
this coloring has been changed. We use this example to show that 
additives have been used in a very indiscreet manner, to say the least. 
This brings me to the question of who decides when additives are 
essential to the food—and why? It would seem that unless it is for 
commercial or economic gain for someone, diets could be made quite 
as attractive and equally delectable by the use of herbs, spices, and 
combinations of food for variety, if it is variety in flavor that is wanted. 

The women want to be sure that whatever is added to foods and 
for what purpose there is no danger of impairing the health when food 
is eaten. This brings to mind the recent furor created when the 
Department of Health, Education, and Welfare announced that some 
cranberry crops this year could be injurious to human beings, since 
tests had shown that the weed killer used to spray some of the cran- 
berry marshes had caused cancer in rats. Women are amazed that 
anyone would dare criticize the officials of the Department of Health, 
Education, and Welfare when they were carrying out their duty to 


protect the health of the American people, as required of them under 
law. The people have the right to look to the Food and Drug Adminis- 
tration for the facts—and women want all the facts. A frank and 
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honest appraisal of the situation as revealed in the particular instance 
of the cranberries grown for human consumption is their duty, even 


though it might bring a loss in sales of some industry. 


We are sorry for the cranberry industry and for their losses—how- 
ever, the important issue is not to save an industry at the price of 
the health of the people. Women who are responsible for feeding 
their families do not intentionally feed their families food in which 
there is a dangerous element. 

We are intelligent enough to know that the average person might 
not eat enough cranberries to get a great quantity of the offending 
weed killer into their systems at one or two meals, but the fact that 
cancer has been caused in rats by the stuff is warning enough for 
the woman who cares what she feeds her family. I dare say as yet 
it has not been established just how much of it would be dangerous 
nor how long a period would elapse before this could be determined. 
Nor have we been informed as to whether the amount that might 
be eaten in cranberries, added to some other food with other addi 
tives, would make any difference in human consumption. 

We all know that there is such a thing as slow poisoning, as by 
use of small quantities of, let us say, arsenic, and perhaps it might be 
said that small quantities of arsenic would be administered for reme- 
dial reasons in some instances. Also, maybe it is true that there would 
be no immediate discernible adverse reaction if people were not warned 
of the danger of aminotriazole and if they continued to eat the cran- 
berries. However, the Food and Drug Administration is responsible 
to the people to report anything that is placed in food which would 
be injurious to the health. They should not betray that trust. 


FDA's Responsibility—Application to All Foods 
Intended for Human Consumption 


This is not true of the cranberry situation alone. It must apply 
to any food intended for human consumption regardless of what it 
is or of the economic reaction on any industry. It is my honest belief 
that no industry in the country is really willing to jeopardize the 
health of the people for financial gain. I think the furor aroused in 
the cranberry situation can be and must be settled honestly and that 
everything possible must be done to preserve the health and welfare 


of the people. It hardly seems fair that the taxpayer should absorb 
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the financial loss of one crop, since other crops fail now and then and 
the consumer is not asked to assume the economic loss except perhaps 
in higher prices of the commodity. We commend the Food and Drug 
\dministration for its courage and effort. The General Federation 
of Women’s Clubs has, for more than 50 years, worked for sufficient 
appropriations to enable this Administration to do a creditable job 
for the people. 


Labeling Considerations 


\nother matter which the women are concerned about is the label 
ing of foods. Women have become aware of the substitutes, adultera 
tions and additives, and they do constantly watch for labels bearing 
this information. Most women appreciate the labeling of ingredients 
placed in food which is intended for human consumption. We urge 
greater care in labeling all processed food—not less. We believe 
consumers should know what goes into the food they eat. The Gen 
eral Federation of Women’s Clubs has become well aware of the work 
of the Food and Drug Administration. We receive the monthly report 
on enforcement and compliance put out by the United States Depart 
ment of Health, Education, and Welfare. I am sure that when any 
consumer knows the facts, as they were published for the month of 
September, 1959, by the Department of Health, Education, and Wel 
fare. they will be more insistent upon greater care and inspections- 
346 tons of food were seized. 

Not only insect contamination, but some live infestations were 
found in many basic foods such as nuts, flour, noodles, rice, prepared 
baking mixes, and a breakfast cereal. There were also three and one 
half tons of cocoa powder in which cocoa shells were substituted for 
cocoa and a so-called instant coffee in which dextrose was used for 
coffee. This is dishonesty and deceit. It is cheating by people who 
have no regard for the consumer. 

Equally drastic cases could be cited for that month in the drug 
business. Many indictments were made, and 20 firms were indicted 
and sentenced for their cheating and attempting to defraud the people. 

What the consumer expects of the Food and Drug Administra- 
tion depends upon what John and Jane Q. Public know about the 
frauds that are perpetrated against them. We know in general that 
the industries handling food and drugs are honest in their effort to 


produce wholesome food and drugs, but laws are necessary because 
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of the unethical and unscrupulous, and sometimes the innocent are 


made to suffer because of them. 


Federation's Endorsement of FDA 

The membership of the General Federation of Women’s Clubs 
rates the services of the Food and Drug Administration as a vital 
and indispensable way to protect the health and welfare of the people 
of the United States, and it should be given sufficient appropriations 
by Congress to provide the Department with equipment, specialists 
and staff sufficient to do a real job in their inspections and prosecu- 
tion of violators of the Food, Drug, and Cosmetic Act. We are con- 
vinced that by cooperation of producers, processors and the consumer 
we can and will continue to do everything possible for the health and 
welfare of the consumer. 


The strength and the security of any nation depends upon the 


[The End] 


health and vitality of its people. 


ADMINISTRATION PUBLISHES ADDITIVES 
BOOKLET FOR CONSUMERS 


A Food and Drug Administration booklet entitled What Consumers 
Should Know About Food Additives has been published to answer the 
many questions which people are asking about food additives and the 
new law, Commissioner George P. Larrick announced on January 21. 
The booklet, for sale at 15 cents by the Superintendent of Documents, 
United States Government Printing Office, Washington 25, D. C., tells 
the story of how food additives came to be developed; why and how 
they are used in food production; why public-health safeguards are 
necessary; and how the amendment works. It also gives information 
about many of the more important kinds of food additives and explains 
how the law controls two special classes of additives—pesticides and 
coal-tar colors 

In connection with the announcement, Commissioner Larrick said 

“We should not lose sight of the fact that food additives are an 
integral part of the tremendous progress being made in modern food 
technology and that they are being safely used for a host of purposes 
that are beneficial to the consuming public. 


“Our whole system of food production, processing and distribution 
has undergone profound changes, and some of these are only partially 
or incorrectly understood by the public. For example, we now have food 
preservatives and many other additives that are entirely safe, and some 
of them are even necessary to health when used in proper amounts 
Food additives are being used to increase production, reduce cost, pro- 
mote cleanliness, prevent spoilage, increase shelf life, and improve the 
quality, appearance, texture and nutritional value of our foods, All this, 
I think, needs to be explained to the public.” 
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HOW THE FOOD INDUSTRY 
SEES THE FDA 


By E. K. THODE 


Speaking Before the Consumer Session, Mr. Thode—vVice President, 
Secretary and General Counsel, General Mills, Inc.—Reiterated In- 
dustry Acceptance of a Sacred Trust Encompassing More-than-Ordi- 
nary Responsibility. However, He Indicated That Unresolved Additives 
Problems Now Are a Challenge to All of the Industry's Resources 


T* was only a few weeks ago that Charles Wesley Dunn called me 
from his home in Connecticut and asked if I would appear at this 
meeting as a member of the Board of Trustees of The Food Law 
Institute and assume the topic “What the Food Industry Thinks of 
the Food and Drug Administration.” I answered: “Charlie, that’s like 
asking you to kick your wealthy, aging mother-in-law while she’s 
in the act of making her will.” However, I told him I would welcome 
the opportunity, for several reasons. Now we are joined here in a 
meeting which would have been a source of great satisfaction to him 
in demonstrating how a cooperative industry has worked with a co- 
operative agency of government. I join with those who have preceded 
me in paying tribute to the sincere devotion and high ideals of this 
memorable personality. 

What does the food industry think of the FDA? Let's review 
the bidding. 

We all know that at the opening of the century Dr. Harvey W. 
Wiley unselfishly dedicated himself to the enactment of measures to 
protect the public interest in the sale of food and drugs in interstate 
commerce. The attitudes of the involved industries at the time were 
mixed, but reputable statesmen in them realized that the public inter- 
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est was paramount to the selfish and that anything that caused dis- 
comfort to their customers would be visited back on them. So after 
years of effort the Food and Drugs Act of 1906 was enacted. 


Despite the predictions of the “viewers with alarm,” we witnessed 
a happy era of helpful indoctrination, education and adjustment, punc- 
tuated occasionally by enforcement proceedings designed to bring 
rigid nonconformists and laggards to more enlightened acceptance of 


their responsibilities. 


Enforcement legislation must progress and must become adapted 
to the advancement in the techniques of the industries which it 
regulates. The fast development of these techniques disclosed areas 
where the regulating mechanism lagged and was inadequate. In the 
mid-thirties, the Food and Drug Administration sought improvement 
in its statute in the form of a new enactment, which became the 
Federal Food, Drug, and Cosmetic Act of 1938. Experience of the 
food industry with the 1906 act under a series of sound, understanding 
and cooperative administrators had convinced the overwhelming 
majority of the industry that their interest was the same as that of 
the Food and Drug Administration. Certainly, they could not hope 
to prosper and improve themselves economically if they exposed 
themselves to the implied charge that they favored selling unsafe, 
improperly labeled, or misrepresented foods to the public. For 
tunately, their interest in the new legislation was more high-minded 
than that. They knew there was nothing to fear, for they had learned 
from experience that their policeman was also their sympathetic, 
helpful friend, who would sit quietly at the discussion table to resolve 
problems, baring legal fangs only when there was evidence of bad 


faith, careless housekeeping and disregard of responsibility. 


Thus, the Food, Drug, and Cosmetic Act of 1938 was enacted, 
and there followed series after series of well-conducted proceedings 
looking to the establishment of definitions and standards of identity 
for numerous products in common use. I personally participated in 
one of the early hearings on flour standards. How well I remember 
the responsive reaction of the Administration in the early forties 
when the proposal concerning which we were sitting provided for 
practically uncontrolled introduction of vitamins and minerals to con- 
stitute an improved flour. General Mills opposed the proposal that 


this important and basic commodity become a drugstore article. 


lending itself to the very natural temptation in advertising that “ours 


eee 














d, 


ty 
in 
es 


or 


at 


le, 


irs 








1959 CON FEREN CE—FDA-FLI PAGE 63 


has more Vitamin X than any on the market.” We took the view that 
the vitamin and mineral content naturally present in the wheat from 
which the flour is milled should be restored to its consumers. 

The Administration promptly recognized the honesty of the argu 
ment and the confusion which could result if the proposal originally 
made were to be approved. They recessed the hearings until a later 
day, when we reconvened and standards were established that all 
agreed were in the best interest of the consumer. They provided that 
“flour” became “enriched flour” when certain ingredients were added 
within prescribed minimum and maximum levels. 


Change the scene to 1948 when the Administration was seeking 
help to repair the injury wrought by the Phelps-Dodge decision. As 
symbolic of the industry attitude in advocating more rigorous regula 
tion of itself, | quote the following from the testimony of G. Cullen 
Thomas before the subcommittee of the Senate Committee on Inter 
state and Foreign Commerce on April 17, 1948, with respect to the 
Miller bill: 

We and all other responsible manufacturers of food products consider that 
we have reposed in us a tremendous and sacred trust to see that, by whatever 
means, our products finally reach the consumers in the finest of condition with 
no question of their fitness or quality. There is within the present Act, provision 
for extending to the point of consumer purchase, protection against misbranding 
and mislabeling under Section 301K. That, however, cares only for the con 
sumer’s pocketbook and the economic violations of the Act. It is hardly believ- 
able that we should leave undone the amending necessary to give that same 
authority to the Administration to protect the health and welfare of the con- 
sumer against adulteration, decomposition and _ filth. 

Mr. Thomas was at that time vice president and director of prod 
ucts control of General Mills; you may recall that he later served as 
chairman of the Citizens Advisory Committee authorized by the Con- 
gress to review the adequacy of the appropriations for, and the facili 
ties of, the Food and Drug Administration. You will also remember 
that this committee recommended increases in appropriations and 
personnel as necessary for the Administration to do the job assigned to it. 

At the time Mr. Thomas gave his above-quoted testimony, he was 
speaking not only for General Mills, but for most of the leading ele- 
ments of the milling industry who had asked that he represent them. 
It was significant that many other segments of the food industry 
stood up and were counted on this occasion in publicly volunteering 
acceptance of the principle that we who choose to supply people with 
foods have accepted a sacred trust which encompasses more than 
ordinary responsibility as manufacturers. 
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This would seem to pretty well indicate what the food industry 
has thought of the FDA in the past. Now what about the present 
and the future? 

In recent years the technology of the food industry has advanced 
rapidly. New convenience ingredients have become available, some of 
which, admittedly, have had little foundation in experience and use. 
Obviously, the right to use them should not be completely unrestrained. 
The hearings on the food-additive amendment, as well as the Delaney 
language, developed numerous differences and conceptions, prin- 
cipally with respect to procedure and burden of proof. You have heard 
much that is directed to the technicality and machinery of approving 
of néw additives. I shall not burden you further on this score, for I 
am neither a chemist nor a nutritionist. But I do want to put into 
focus the fact that the understandings, the cooperation and the give- 
and-take of over half a century should serve us both well today. We 
are sure the Administration has no desire to shackle the food manu- 
facturers with impossible procedures, unbearable expense and unfor- 
givable delays. On the other hand, the industry has no shortsighted 
desire to put public health, welfare and safety on the block in forcing 
the acceptance of food additives which could be inherently or really 
dangerous. The reasonableness of approach of the early forties in 
specifying ingredients by understandable language has now been 
changed, and it is being suggested that we accept some rather repulsive 
and ponderous names. I am sure that is not an arbitrary fiat of the 
Administration, but really represents its conception of its responsi- 


bility under the new amendment. 


However, clouds are gathering. As we see the fast approach of 
the effective date, the unresolved questions and unfinished business 


ahead begin to challenge all of our resources. 


But there is no problem without a solution. If the statesmanship and 
the rapport that has prevailed in the relationship between the industry 
and the Administration in this more than 50 years are to bear fruit and 
if patience, conference and cooperation be the guideposts, we will 
overcome these problems, as we have in the past, either by acceptable 
negotiated regulations or by appearing together seeking legislative 
adjustment or postponement—anything that will afford a more work- 


able means of reaching the common goal: safe and palatable foods 
and honesty and fair dealing in the interest of consumers. [The End] 
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NUTRITION EDUCATION 
AS AN AID IN COUNTERACTING 
FOOD MISINFORMATION 
By HORACE L. SIPPLE 


Mr. Sipple, Speaking Before the Conference, Noted That Nutrition 
Quackery Is Now Recognized as the Most Prevalent Form of Quackery 
in the United States and Also Discussed a Most Important Course 
of Action: More Effective Education of the Consuming Public. He 
Serves as Executive Secretary of the Nutrition Foundation, Inc. 


OOD MISINFORMATION, although continuing to circulate in 
apparently new forms, remains the same old problem. 


In a statement released a year ago, Arthur S. Flemming, Secre- 
tary of Health, Education, and Welfare said: 

The Food and Drug Administration has reported a disturbing increase in 
quackery involving false and misleading claims for a great variety of vitamins, 
minerals and other food supplements. Unscrupulous operations in this field, in 
fact, have become the most widespread and expensive form of medical quackery 
in the country today. The American Medical Association estimates that this 
racket is now costing 10,000,000 Americans over $500,000,000 a vear. 

The statement is equally true today. 

This condition tends to remain with us because fears of ill health, 
and hopes for good health, long life and freedom from disease lead 
many toward acceptance of statements that play upon these fears and 
hopes by promising that all difficulties can be avoided or relieved 
quickly, inexpensively and without effort. 

The American people are highly conscious of the relationship 
between food and health. Many persons, seeking nutrition informa- 
tion, quite naturally accept the attractive and plausible on the basis 
of their own knowledge, experience or wishful thinking. Most of us 
like to believe in magic, and this appears especially true about food 


and health. 
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Increased public interest has certainly created an excellent oppor 
tunity for effective use of sound nutrition information. The oppor 
tunity is not exclusive, however. It is open to all who make use of it 
The flood of misinformation about foods and nutrition reaching the 


public through many channels leaves no room for doubt on this point! 


Major Health Problem 

False and misleading statements regarding foods and nutrition 
form the basis for nutrition quackery, now recognized as the most 
prevalent form of quackery in this country. Food misinformation, 
and its effects, is indeed a major health problem. 

Two courses of action are indicated: (1) better law enforcement 
and (2) better education of the public. All of us are concerned with 
both of these courses. 

With regard to laws and their enforcement, this audience is well 
aware of the activities in this area. We can aid regulatory action by 
encouraging and supporting sound legislative programs. 

Modern public-health legislation has been, and continues to be, 
helpful. The Food and Drug Administration conducts a most aggres 
sive program against all forms of nutritional quackery that are subject 
to the Federal Food, Drug, and Cosmetic Act. The Administration 
also maintains an educational program against nutritional quackery 
and is cooperating with various professional organizations in their 
educational programs. The Federal Trade Commission is concerned 
with the problem of food misinformation and is active in efforts to 
prevent false and misleading advertising of foods and related products. 
The Post Office Department’s Mail Fraud Investigations Branch 
handles a large number of cases involving products related to food 


and health. 


Legislative Controls Alone Not Enough 

Aggressive and effective action is being taken by our law-enforcing 
agencies to the fullest extent permitted by the laws under which they 
operate. It is generally recognized, however, that food misinforma 
tion in its many forms is a vast and growing problem that cannot be 
adequately controlled by legislation. Continuing public education is 
essential if the total effort is to be sufficiently effective as a counter- 
acting force. On the subject of food and health quackery and mis 
information, the Secretary of Health, Education, and Welfare has 


commented that law enforcement is only part of the answer. He has 








n 


‘a 7G 





ean 


1959 CON FEREN CE—FDA-FLI PAGE 67 


pointed out that it is perhaps even more important to help the public 
understand the facts about nutrition and to warn people against false 
claims and theories. 

All of us can think of good examples illustrating why this is so. A 
number of these forms and sources of misinformation—including the 
claims that our soil is worn out, our foods are nutritionally worthless, 
processed foods are worthless and “royal jelly” is a miracle food cap- 
able of curing many diseases and producing remarkably rejuvenating 
effects, and food-faddist books currently receiving rather wide circulation 
have been well described in several publications, such as the recent paper 
“Food Fads vs. Professional and Public Education” by Dr. F. J. Stare 
and his associates. “Foods, Fads, Facts and Phonies,” a series of 
articles by Barbara Yuncker, New York Post staff writer for medical 
and health subjects, appeared in that newspaper during the week of 
October 19, 1959. 

I would like to cite briefly an example indicating another area of 
the problem relating to sources of misinformation. In a bulletin now 
being distributed to patients by one dental clinic, dietary suggestions 
to prevent tooth decay and maintain good health include statements 
to this effect: Avoid the following refined carbohydrate foods—white 
bread and other foods of white flour; potatoes in excess, without skins ; 
sugar-containing foods. Avoid foods containing milk. Use heavy cream 
instead of milk. Avoid chemicals and preservatives, such as sulphur 
dioxide and monosodium glutamate, Other statements follow: 

Generally speaking, foods which do not keep well have the best food value 
Foods which keep well for long periods of time—even the worms won't eat— 
why should you? The Government requires that food be labeled as to content, 
so read the labels. Eat no chemicals. 

eat some raw protein every day because cooked protein has much food 
value destroyed. Some raw proteins are raw egg, raw oysters, clams, raw sauer 
kraut, sour cream 

Most of us are probably eating foods grown on impoverished soils. It is 
well, therefore, to take dietary supplements such as wheat germ, vitamin and 
mineral supplements to bring our nutritional intake up to a normal level 

Pasteurized milk has little food value and may be harmful. 

Misleading statements of this type, particularly those representa- 
tive of the familiar faddist line, charging that our foods are grown on 
impoverished soil and have greatly reduced nutritive value, are widely 
encountered. This example has added seriousness in that it indicates 
the situation that can develop in a professional group not usually well 
trained in nutrition but nevertheless engaged in treating a huge prac- 
tice and advising, at least to some extent, on matters relating to food 
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habits and food use. The opportunity for imparting information 
strongly influencing food habits is obviously very great. (In my 
opinion, this is one very important area in which we should make every 
effort to see that correct nutrition information is used.) 

[ would like to make special reference to the large amount of 
misinformation presented to the public through advertising and 
through thousands of door-to-door peddlers, in forms intended to 
destroy public confidence in the safety and nutritional value of our 
food supply and to encourage the purchase of various products con 
taining, in addition to a mixture of vitamins and minerals, allegedly 
“magic” and “potent” substances such as royal jelly, dried alfalfa, or 
seaweed, for which extravagant therapeutic claims are made. These 
products are represented as the answer to all health problems and, on 
many occasions, as a cure for a wide variety of serious diseases. 

Governmental regulatory agencies watch this activity closely and 
take action when applicable regulations are broken. The National 
Better Business Bureau, an agency of business working for voluntary 
self-regulation of advertising, is to be commended for its program in 
relation to voluntary control of advertising and labeling of foods, 
drugs and cosmetics on the part of industry to protect the consumer 


and responsible business interests. 

However, individuals and groups determined to use food misinforma- 
tion to promote fraudulent schemes are not easily restrained by any pro- 
gram, voluntary or otherwise, and are skillful in devising ways of carrying 
on their activities in a manner that makes it difficult for regulatory agencies 
to take decisive action. 

In discussing this subject with you I realize that you are well 


aware of the various aspects of the problem. 


How Battle Against Misinformation Can Be Won 

The main point I wish to stress is not new but, in my opinion, 
warrants repeated emphasis because it is the one that will determine 
whether any program will make and hold significant gains in the constant 
battle against food misinformation. We must keep reminding our- 
selves that food misinformation, whether it appears as a fad diet, a 
quack-reducing scheme, a cleverly worded misleading ad, or in any of 
many forms encountered today, remains a very real problem of direct 
concern to all of us, and that we have a continuing public responsibility 
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for employing to the fullest extent an effective counteracting measure. 
That measure is a strong and continuing program of nutrition education. 

All available means to develop and maintain positive programs of 
sound information for the public must be used. I am sure we agree 
that trying to counter the smoothly worded, highly plausible appeal of 
the modern merchants of misinformation by simply saying “it isn’t so” 
is not enough. 


Nutrition Foundation's Contributions 

An important field is the integration of nutrition education into 
the school curriculum at the primary and secondary grade levels. In 
this area the Nutrition Foundation has continued to encourage and 
support research on improving effectiveness of methods. 

Professional and voluntary organizations and others, including 
governmental agencies working in the field of nutrition and health, 
should continue present educational activities, extending them as much 
as possible to make the most of every opportunity to keep the story of 
good nutrition before the public. It is most encouraging to note the 
increasing activity in this area. I am pleased to be able to report that 
the Nutrition Foundation is now extending and increasing its public 
education program. 

The extension of knowledge that increases nutritional awareness 

the objective of nutrition education—is difficult. Offsetting misin 
formation with the facts about nutrition requires a sustained, all-out 
effort. Certainly, the results that can be obtained make the needed 


extra educationai effort very much worthwhile. 


Need for Co-ordination of Programs 

All that can should be done to increase the effectiveness of your 
own activities and those of your organizations. I suggest, also, that 
we work most seriously toward co-ordination of the educational pro 
grams of our various organizations and agencies to have them augment 
one another, in this way producing the maximum total impact upon 
the public. 

Nutrition education can overcome misinformation by replacing 
fantasy with fact and can meet the all-important continuing need for 
a practical guide to good nutrition in everyday life. It would be 


difficult to find a better way to give convincing expression to our aims 
than through enthusiastic participation in nutrition education activities 
that can contribute so importantly to the betterment and happiness of 


all of our people. [The End] 
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Scientific Judgment 


in Law and Regulation—j— 


UST 16 MONTHS AGO Congress placed on the statute books a 

new federal food-additives law. Congress considered it necessary, 
because of the greatly increased speed of development of food tech- 
nology. The law reversed the whole pattern of enforcement by requir- 
ing, in effect, that a general license be granted by the enforcement 
agency prior to putting into use any new additive developed through 
food research. This new responsibility demands of the Food and 
Drug Administration administrative judgment of a different order 
than before. If sound policy is not developed and followed consistently, 
business and the public both can suffer needlessly. Certain events of 
the last year have disturbed many, events which indicate an uncertain 


administrative striving for the soundest scientific judgment. 


Business Responsibility 


Let me say clearly that | would not oppose the imposition on the 
food industry of any law soundly conceived and necessary for the pro- 
tection of public health. Several generations ago it began to be under- 
stood that business cannot be a law unto itself, but will prosper only 


as it responds to public need. 


In this connection, I am reminded of a chapter in a recent book 
by A. A. Berle, entitled The 20th Century Capitalist Revolution.’ In the 
chapter, “The Conscience of the King and of the Corporation,” Berle 
Says: 

Deep in human consciousness is embedded the assumption that somewhere, 
somehow, there is a higher law which imposes itself in time on princes and powers and 
institutions of this terrestrial earth. We must leave doctrine to the theologians; 
but as students of legal history we have to take account of the persistent fact 
of this huge assumption. Keepers of the tradition of this higher law—medicine 
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By EDWARD J. MATSON 





The Director of Scientific Administration, Ab- 
bott Laboratories, Presented His Paper Before 
the Section on Pharmacy, American Association 
for the Advancement of Science, on December 30 


or divines today 
t is not the 


men in primitive times, magicians or sybils in the anc:ent world, 
—are regularly listened to with respect. They have power, though 
power either of purse or sword. Throughout western history a priest could 
commonly intimidate a policeman; the Cross could quite frequently stop the 


—— 
King 


It is here suggested that a somewhat similar phenomenon is slowly looming 
up in the corporate field through the mists that hide from us the history of the 
next generation. There is beginning to be apparent a realization of a counter 
torce which checks, and remotely acts on, and in time may modify in certain areas 
the absolute power of busmess discretion. In our system it emerges in time as 
law; and good lawyers watch for it. 


My only comment on Mr. Berle’s statement is that, in the food 
and drug industries at least, the moral responsibility he speaks of has 
already been assumed and the restrictive laws are already in force. 
The question is therefore appropriate as to how well the enforcing 
agency is able to act under the law to exercise its power evenhandedly 
in the public interest. 


Judgment Affected by Emotion 


[ spoke of an uncertain striving for sound scientific judgment in 
the handling of regulatory problems. Let me say at once that this 
uncertainty is not restricted to regulatory officials: Lapses in judg- 
ment occur all too frequently among scientists. Let me give an 


example—one to which I shall return later for further discussion. 


The Congressional Record of August 27 carries a letter* of an 
eminent physiologist, Dr. Harold F. Blum, to Congresswoman Leonor 





? Extension of remarks of Leonor K. 
Sullivan, 105 Congressional Record A7482, 
“Appendix,’’ August 27, 1959 
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IX. Sullivan of Missouri. The letter answers her request for information 
on the establishment of tolerances for chemical substances added to 
foodstuffs. 

Having pointed out that our knowledge of how to determine the 
“threshold dose” of a cancer-producing agent in man is limited, Dr. 
Blum concludes: 

it would seem that the only practical answer would be to keep any 
substance known to induce, or suspected of inducing cancer at as low levels as 
feasible. The assigning of tolerance limits—which must necessarily be arbitrary 
—can only give a false sense of security 

It is the last four words—‘false sense of security’—which are 
disturbing. Admittedly, the desire for security is a powerful motivat 
ing agent. It has great power to involve our whole emotional make-up. 
The same thing might be said at the present time of the word “cancer.” 
It is something from which we would like to be separated by an 
absolute guarantee. But we cannot forget that complete security, 
from cancer or from any other state which may befall man, is not 
absolutely attainable in human life. 

To say, therefore, that the setting of a tolerance for a chemical 
used in food, on the basis of the best scientific judgment, would give 
a “false sense of security” is really to transfer the false sense of security 
elsewhere. It suggests that if no tolerances are established for a sub- 
stance known to cause, or even suspected of causing, cancer—for 
instance, in experimental animals—all tolerances which are set for 
other substances are entirely free of question or of hazard. 

For example, does the establishment of a tolerance for a new anti- 
oxidant mean that nowhere among the 170 million people in the United 
States might the antioxidant produce a skin reaction or some other 
unexpected response? It is impossible to guarantee with absolute 
certainty that any substance is incapable of some unexpected effect. 


. . ? 
What Is ‘Scientific Judgment'’? 

What does the term “scientific judgment” mean ? 

In the first place, it is based on belief. Belief is an all-or-none 
proposition. A young man doesn’t say: “I probably believe Susie 
srown loves me.” He might say: “I believe Susie Brown probably 
loves me.” Daisy petals give only two choices of belief: “she loves 
me” and “she loves me not.” 

On the other hand, one may properly speak of degrees of reason- 


ableness of belief. One appraises the probabilities that a belief is irue, 
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and arrives—more or less formally—at an idea of how firm is the evi 
dence on which his belief is based. One expects to watch for further 
evidence affecting his belief. If it continues favorable, his belief is 
strengthened ; if the trend is adverse, there comes a point at which he 
abandons his belief, and that is that. 

What, then, is “scientific judgment’? It is the concept that 
reasonableness as applicd to belief may properly be related to reasonableness 
in acting upon the belief. In other words, when enough data are obtained 
to support the taking of an action which has desirable practical conse 
quences, it is foolish to delay action for more stringent evidence. A 
regulatory agency. therefore, uses scientific judgment in deciding 
that the probability of safety of an additive used within a certain 


tolerance limit warrants issuing of the tolerance. 


Two Purposes for Food-Additives Law 
The food-additives amendment to the Federal Food, Drug, and 
Cosmetic Act was passed with two purposes in mind, according to the 
report * of the Committee on Interstate and Foreign Commerce of the 
House of Representatives: 
(1) To protect the health of consumers by requiring manufacturers of food 
additives and food processors to pretest any potentially unsafe substances which 


are to be added to food; and (2) to advance food technology by permitting the 
use of food additives at safe levels 


The first purpose is self-evidently desirable. There was unanimous 
support from both business and the public for a new law which would 
set forth clearly that the safety of a new food additive must be 
scientifically established before it is used. 

There is some tendency to forget the second purpose of the new 
law—that food technology is to be advanced by permitting new sub- 
stances to be used in foods at safe levels. This is no idle purpose. It 
is essential to our national future. Look at the manner of living of the 
American people as we enter 1960. Few of us produce our own food. 
Most of us are city people far from the places where food is produced. 
We seem intent on increasing the birth rate. We have allowed our 
wives to learn to rush into the market at the last minute to pick up 
a supply of pushbutton meals which they can serve on time, even 
though they are late because their committee meeting ran overtime. 

Deputy Commissioner Harvey of FDA has been quoted as say- 
ing: “It would be, perhaps, utterly impossible to feed the country 





'H. Rept. 2284, 85th Cong 2d Sess. 
(July 28, 1958). 
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without food additives unless we moved our homes out of the con- 
gested centers.” He is right. As we face the population explosion of 
\merican cities, we see that there is no choice but to process food so 
that it may be transported long distances and stored for extended 
periods of time and still retain its nutritive value and its acceptability 


when purchased and used by the consumer. 


Political and Scientific Pressure 

The enforcement of the food-additives law so as to best comply 
with both purposes—safety for the user and the advancement of food 
technology—requires judgment of the highest caliber in the regulatory 
agency—and it can be nothing but the best scientific judgment. \ 
great danger to the exercise of sound judgment occurs when there is 
pressure to repudiate the second aim of the food-additives law, that is, 
to enforce the law in such a way that food technology actually no 
longer advances. 

This influence may be applied politically or it may come from 
within the scientific community itself. Let me give you examples. 

In a speech * on the floor of the House last September 9, Repre 
sentative David S. King of Utah proposed creation of a commission 
to investigate “the entire subject of food and beverage contamination.” 
This was necessary, he said, because: 

our laws on nutrition are loose and inadequately drawn, public know] 

edge is fragmentary and riddled with misinformation and discarded dogmas, 
fand] the means of disseminating information on this subject are inadequate. 

Because of this, the American housewife: 

is only dimly aware, if at all, that it is almost impossible for her to pur- 


chase any article of food that has not had chemicals, bleaches, preservatives, 
additives, dyes, adulteratives, and other foreign substances added to it 


Representative King then gave the scientific judgment at which 
he had arrived: 

I am quite aware of the fallacy of oversimplification, and I fully recognize 
the probability of a multiplicity of causes in any phenomenon as complex as 
disease. What I do say, however, is that the ever-increasing scientific evidence 
renders it highly probable that the invariable concurrence of disease and body 
contamination by the consumption of toxic chemicals is more than coincidental. 

The last sentence is a scientific sentence. It speaks of “increasing 
scientific evidence,” and it states that the reasonableness of belief in 
his conclusion is “highly probable.” Representative King says frankly 


that his opinion is based “solely upon the conclusions of the dedicated 





‘**Health of the American People,”’ 105 
Congressional Record 17326-17329, Septem- 
ber 9, 1959. 
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men of science who do qualify as experts.” His opinion is stated in 
rather strong terms 

I am convinced that the contaminatives, additives, and toxic chemical com 
pounds taken into the human body in connection with our regular food and drink, 
are in large measure responsible for the deplorable deterioration of our nationa 
health 

This statement reflects a deplorable evaluation of our national 
health. There seems to be abundant evidence that Americans may 
rightfully expect to live longer aad better lives than did their fore 
bearers of 50 years ago. What concerns me is that, regardless of what 
the law says, views such as this held by Members of Congress concern 
ing food additives constitute a substantial political pressure on an 
agency, such as the Foed and Drug Administration, charged with pro 
tecting public health and also advancing food technology. I believe 
it is important, therefore, to know what expert scientific opinion 
Representative King relies on. He quotes from one of these authori 
ties, Dr. W. Coda Martin, President of the American Academy of 
Nutrition, who testified in the House hearings on the food-additives 
bill in 1957.5 Dr, Martin said at that time: 

The human body can utilize only natural foods as nourishment and survive 
Chemicals are not food elements. Therefore they can produce only negative 
or harmful results, even though they are by scientific analysis nontoxic. It is 
only a question of how much harm they will produce, when used to replace 
essential food elements in our diets 

Doctor Martin is known as a strong proponent of “natural” foods 
We are well aware that there are many in our country who wish to 
eat no foods that were not grown with manure as the only fertilizer, 
who think of added food ingredients as essentially poisonous. 


I think we should understand clearly that this represents a sharp 
difference in scientific judgment on the safety of food additives. 

The science of pharmacology performs on the basic assumption 
that research over a reasonably short period of time combined with 
insight as to the probable significance of the results will permit the 
acceptance of food additives as safe for human beings with sub 
stantially no hazard involved. This is the essence of scientific judg- 
ment. Against that, one contrasts the empirical method, whereby one 
gets results only by long trial and error, taking no opportunity to 
recognize clues which will lead to the best answer in a shorter period 


of time. 











5 Hearings Before Subcommittee on Interstate and Foreign Commerce, 85th 
Health and Science, House Committee on Cong. (1958), p. 279 
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The new food-additives law permits the first approach, whereby it 
is believed that a food chemical may be cleared as safe by competent 
pharmacologic methods within a reasonable time. The proponents 
of “natural” foods seem to assume that naturally occurring chemical 
compounds are inherently harmless or at least that they have been 
found by trial and error over hundreds and thousands of years to be 
safe for use. A. C. Frazer * has commented well on this matter: 

The addition of either natural or synthetic chemicals to food carries a po- 
tential risk to the consumer if the pharmacological action of the substance in this 
dietary context is not known. Synthetic chemicals are no more likely to be 
toxic than are natural substances—indeed, many of the most potent poisons 
known are of natural origin. Substances that have been consumed as food 
for centuries are not necessarily harmless, since millions of people have died 
from unknown causes over the same period .... Thus, many natural con- 
stituents of the diet may have harmful potentialities. The diet must be regarded 
as a part of the environment of man, and one of the factors that may determine 
the life-span of the individual. The problems of chemicals in food fall into 
their proper perspective when examined against this broader background. 

For my part, then, I prefer to base my chances for survival on the 
pharmacologic method. 

The views of those who wish to accept as safe only those chemicals 
of “natural” foods are fundamentally a repudiation of the science of 
pharmacology and, therefore, a repudiation of the scientific method 
generally. In the food-additives field, this means a repudiation of 
scientific judgment. It would be far better if a regulatory agency in 
this field were not subjected to pressure of this type, of either scientific 
or political origin. 


Meaning of Delaney Clause 

Undoubtedly, no section of the food-additives law has been more 
disturbing than the so-called Delaney Clause, Section 409(c)(3)(A). 
This clause was added just prior to the passage of the food-additives 
amendment, and operates to limit the discretion of the Food and Drug 
Administration in acting upon a petition for a food additive. It reads: 

Provided, That no additive shall be deemed to be safe if it is found to induce 
cancer when ingested by man or animal, or if it is found, after tests which are 
appropriate for the evaluation of the safety of food additives, to induce cancer 
in man or animal... 

When the bill was enacted it was not generally suspected that this 
language might be construed in such a way as to limit scentific judg- 
ment. In fact, the Food and Drug Administration expressed the view 
that the food-additives amendment meant the same with or without 





*A. C. Frazer, ‘‘Problems Arising from cological Aspects,"" Chem. and Ind., May 
the Use of Chemicals in Foods: Pharma- 24, 1952. 
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the Delaney Clause. However, subsequent events have shown that 
the federal agency has interpreted the law beyond what it appears 
to mean. 

The Delaney Clause has in it what lawyers call a “per-se concept.” 
It will be recalled that the first part said that no additive can be used 
in foods “if it is found to induce cancer when ingested by man or 
animal . . . .” This language leaves no room for scientific judg- 
ment in that it bars absolutely a substance that has caused cancer 
when taken orally by man or animal, regardless of the amount required 
to cause the effect or the length of time necessary to cause it. 

I believe experience has shown us that no per-se law on scientific 
or technical subjects is a good one. No law can so completely spell 
out how a scientific matter should be regulated that judgment should 
be completely excluded. For that reason the Delaney Clause is bad law. 


Negative Interpretation of Clause 

Nevertheless, it is a law with which we could probably live—since 
none of us wants cancer, anyway—if it were properly interpreted by 
the Food and Drug Administration. The phrase “is found to induce 
cancer when ingested” looks quite straightforward. The words “is 
found” plainly mean that enough data exist to establish reliably that a 
substance has really caused cancer in man or animal. Our knowledge 
of cancer is still so limited that any other basis for calling a substance 
a cancer-producing agent leaves the scientist deep in confusion. 

Imagine the consternation produced by FDA in its first action 
under the Delaney Clause when it announced that no additional 
approvals would, for the present, be given to animal feeds incorporat- 
ing any arsenic-containing compounds. This was a strange beginning 
to the enforcement of the Delaney Clause, as it set a precedent whereby 
an entire class of chemical products, known and unknown, was pre- 
judged and condemned, including some organic arsenical drugs which 
are generally recognized as safe under the conditions of intended use. 

Fortunately, FDA later amended its views by conceding that it 
has not been demonstrated that all arsenic compounds are carcinogenic. 
It was contended only that certain inorganic arsenicals have been 
found to induce cancer in man. 

It is not the purpose here to evaluate the evidence on which 
inorganic arsenic is considered to be carcinogenic. Some scientists 
who have studied the evidence feel that it is much too sketchy to be 
valid for man, and there is no good evidence whatever that it has been 
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possible to produce cancer in experimental animals. Attention is 
called rather to the surprising position next taken by FDA. Addi- 
tional approvals for organic arsenical drugs are to be denied because: 

there remains a relevant, scientific question whether such substances may 
cause cancer ... our scientific advisers cannot say that arsenic compounds 
used in feed ... are safe until it is demonstrated that such compounds do not 
have this carcinogenic potential 

This is a far cry from the language of the Delaney Clause. It is 
difficult enough to apply reasonably a law which leaves no room for 
scientific judgment except for the judgment as to whether data are 
sufficient to establish a substance as a carcinogen, Scientifically, it is 
an entirely different matter to be asked to establish that a substance 
is not a carcinogen. Imagine what the problem would involve if you 
were asked to prove it. 

Let’s look at what is involved in proving a negative proposition. 
Suppose that you have a two-headed coin in your pocket and I have 
the assignment of proving it although I may not see the coin. In other 
words, I must establish that the coin does not have “tails.” I would 
ask you to flip the coin. If it came up “heads” five times in a row, I 
wouldn't think too much of it. If it came up “heads” ten times straight, 
[ would begin to be suspicious. If it came up “heads” 20 times in a 
row, I would feel it quite probable, and practically proved, that your 
coin did not have “tails” on it, but that vou had tinkered illegally 
with money and had one with two “heads.” 

That little experiment of proving the negative might take three 
minutes. Just how long can you imagine it would take a pharmacologist 
to prove with an equal degree of certainty that a certain chemical 
substance does not cause cancer 2 

One can only think that this unfortunate interpretation of the 
Delaney Clause is a consequence of the kind of political and scientific 
pressure I mentioned earlier. But it is my firm opinion that an enforce- 
ment agency cannot allow itself to adopt a regulatory policy which requires 
proof of a negative before approval under law can be given. Granted 
that cancer is an important disease and that we all have a strong emo- 
tional reaction toward it, still we cannot really help meet the problem 
of cancer by the scientifically impossible requirement that any food 
additive be “proved” not to cause cancer before it can be used. 


Modification of Delaney Clause Needed 


It is clear that the Delaney Clause implies and has been read to 


mean more than is scientifically possible to accomplish. If there is a 
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feeling that the Delaney Clause serves any purpose at all, I believe it 
must at least be modified promptly to restore perspective. 


There is no difficulty from an enforcement standpoint in the exclu 
sion from our food supply of a “strong carcinogen.” No one has ever 
proposed that a tolerance be set for 3,4-benzpyrene, although it might 
be quite possible when we some day understand how the cancer process 
is initiated. 


The difficulty comes with what we call “weak carcinogens.” Just 
what we mean by the term I am not sure we know. However, it does 
cover those substances which induce cancer only over a very long 


period of time or in only a very low proportion of individuals exposed to it 


Let us agree again that our knowledge of cancer and the carcinogenic 
process is very limited and will remain so until scientists have made 
many more discoveries which will help us to predict how the process 
works. 


One thing already accepted by most experts in the field is that 
there truly is a threshold dose of a carcinogen, below which cancer is 
not produced in animals. How to convert animal data to apply to 
human beings is not yet understood, so we cannot yet predict the 
threshold dose in man from knowledge of the threshold dose in experi 
mental animals. 


Of course, there is a minority view that no such thing as a thres 
hold dose of a carcinogen exists. Professor H. Druckrey,’ of Germany, 
has the opinion that “the reason why extremely small doses produce 
no cancer is not that there is a ‘threshold dose’ but because the neces 
sary induction time becomes longer than the total life span.” Per 


sonally, I do not intend to worry about such dose levels. 


Regardless of the limitations in our knowledge of cancer, I believe 
there is one change in the Delaney Clause which can and should be 
made now. A few words could be added so that it would read some- 
thing like this: “. . . no additive shall be deemed to be safe if it is 
found to induce cancer when ingested by man or animal in amounts 
and under conditions reasonably related to the intended use 
Such language would give opportunity to restore scientific judgment 


to the interpretation of the Delaney Clause. 


* ‘Pharmacological Approach to Carcino- (Boston, Little, Brown and Company, 
genesis,’" Ciba Foundation Symposium on 1958), p. 117. 
Carcinogenesis (Mechanisms of Action) 
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Regulatory Action that Benefits Public 

A regulatory agency may properly be asked to look for the black 
threads of hazard lying on the white cloth of public health. It may 
even be asked to look for the gray threads if they are important enough. 
No agency should be asked to look for white threads lying on the 
white cloth of public welfare. 

In the field of cancer we already know of a few black threads. A 
few threads may be gray. But our present information indicates that 
there may be thousands of white threads. They are part of the back- 
ground of our human life and are certainly not at this stage anything 
which a regulatory body can or should spend its time on. 


Human experience shows us that sensitivity to cancer-producing 
agents varies widely among individuals. If we can offer protection to 
those who are most sensitive, we are, of course, interested in doing so. 
Nevertheless, it appears that for those who are so constituted genetically 
as to be most exquisitely sensitive, only a light pull on the trigger may 
be enough to set off the cancer process. The trouble is that in this 
situation it seems countless agents may pull the trigger—cholesterol, 


hormones, sugar, salt, sunlight, almost anything. 


We cannot eliminate from the human diet all the trace amounts 
of substances which have been or might be suspected of setting off the 
cancer process in human beings or in experimental animals. These 
are the white threads on the white background of human life. We 
must provide that scientists of the Food and Drug Administration 
shall be permitted to use reasonable scientific judgment, not giving 
regulatory recognition to those trace amounts of a food additive so 
distantly related to the amount and duration of use known to constitute 


a hazard that no purpose is served by recognizing them. 


Doctor Blum spoke of a “false sense of security.”” This is where 
I believe the real danger of a false sense of security lies: Calling 
attention to a few white threads may give the false impression that 
the normal hazards of living on this earth have been substantially 
reduced. Let us write our laws and let us set regulatory policy under 
them so that we will find and eliminate the real hazards and as many 
of the gray areas as diligent scientific work will permit us to find. 
Until that job is done, let’s leave the remote possibilities to the future. 


[The End] 





0 





Here's “Right Now’ Help for Solving 
Drastic New ‘Food Additives’ Problems! 


Here is the improved, modern-day version of CCH's long-accepted 
Food Drug Cosmetic Law Reports—here are the authoritative, continuing 
Reports covering this important threefold field. 


They provide complete coverage of the 
Federal Food, Drug, and Cosmetic Act, in- 
cluding the important new Food Additives 
Amendment, with regulations, rulings, court 
and administrative decisions, forms, and the 
like—plus full texts of other related federal 
laws. 


And in addition, the statutes, inter- 
pretive court decisions, and pertinent attor- 
ney generals’ opinions for all states with 
““Copeland-type” laws are carefully, help- 
fully reported. 


Relevant full texts, detailed explanations, 
and editorial comments further increase the 
all-around usefulness of the ‘‘Reports’’ for 








New “Additives” Division 
—Special Help on a Special 
Problem 


In this special new “Addi- 
tives” division, helpful CCH 
explanations make the new 
“food additives” rules easy to 
understand, serve as a guide 
to what will be required by 
way of industrial compliance. 
“Food additives” are clearly 
defined, including restrictions 
on their sale and use. Pro- 
hibited practices are set out; 
tests for determining whether 
an additive is “safe” or “unsafe” 
are given—plus coverage of 
such angles as safety factors, 
tolerance limitations, investi- 
gational use, food radiation, 
exemptions, filing petitions to 
establish safety, objecting to 
orders, judicial review, and 
other helpful information, 





all concerned with the production, processing, packaging, and labeling 


of foods, drugs, devices, and cosmetics. 


These specialized CCH Reports are made to order for those 
who need and want continuing and dependable help. 


Write for Complete Details Now! 


Fill in and mail the handy tear-off Request Card today! 
You'll be sent complete details on CCH's Food Drug Cosmetic 


Law Reports—without obligation, of course. 


COMMERCE. CLEARING, HOUSE,. INC.. 





PUBLISHERS of TOPICAL LAW REPORTS 


NEW YORK 17 


CHICAGO 46 
4025 W. PETERSON AVE. 


420 LEXINGTON Ave. 


WASHINGTON 4 
425 13TH STREET. N. W. 





CARD 


- 
ie) 
lu 
2 
CG 
uJ 
fo 4 


Mail today for full 


information. 


“TH “OSVSIHD 
LS ON LIWN3d 


“THU ‘97 OSDVSIHD 
‘SAV NOSUAL3d “M SZOV 


SuiudOdsase Mv Avoigos fe SuaHnsinaend 


Sonne SSSA Rapp QQ AAAS 
SSN] aSHOP ONIUVAT,) AOHANNO)D 


-AS OAivd 38 TUM 39V1SOd 


S2AViG GBLINf] BHA WI GDTIVE 41 ABYSS2Z93N 4HVIG a9Vi80d ON 


IVAN AId3ayY SSANISNSG 











238 F ‘OUST ‘AND 
££0—080 


SSOIPPY 390138 
u01309}3Y 


Uta 


WNL F enzwuss 


, UsUIpUusWY SIATIPpy pooy,, Mou 
oy} uo djay jeisads aq [[IM d194) puRjssopun a\\ ‘ass jo* » OU—S LMYOd 
AWM MV OILAWNSOD DANG GOOA—s2Heusod pur ss 'S yy JO uo nso 
JUIWUIIAOS Suisaaod Jayoday ajajdwod spy) wmoqe syjreyap JayyNy puas asvo|,] 


a) 
[oa 
< 
U 
— 
Te) 
uu 
= 
©] 
lu 
[2 4 


‘TIT ‘Op OBe214D “aay UOsI9}2q “M SZ0b 
‘ONI “ASNOH ONIAVAID AAANWOD 


Mail This Card 
a a ee a ee ee a 2 





A COMMERCE CLEARING HOUSE PUBLICATION 








- 
Ys 
« 
= 
. 
. 
' 
= 
. = ~~ 
- 
« 
a 
’ 
" 
> 
+ 
‘ ~ 7 
r > 
= 


